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Highlights 


52950 Medical Devices HEW/FDA proposed regulations 
to the classification of all hematology and pathology 
devices; comments by 11-13-79 (Part II of this issue) 
(109 documents) ’ 

53066 Depositaries and Financial Agents Treasury/FS 
revises rules to broaden classes of designated 
financial institutions; effective 9-14-79 (Part 111 of 
this issue) 

52850 Free and Reduced Rate Transportation CAB 

proposes to allow, but not require, free 
transportation of official security guards by foreign 
air carriers; comments by 11-13-79 

52847 Fare Levels For Certain Air Carriers CAB 

proposes to permit carriers from U.S. Mainland- 
Alaska and intra-Alaska markets to exercise greater 
degree of downward pricing flexibility; comments 
by 11-13-79. reply comments 11-28-79 

52827 Mine Accident, Injury and Illness Reports Labor/ 
MSHA amends rules on investigation and reporting; 
effective 10-11-79 

52916 Fuel Costs ICC authorizes extra surcharge for 
carriers not utilizing owner-operators; effective 
9-7-79 


CONTINUED INSIDE 
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Highlights 


- 


52842 Outer Continental Oil and Gas Lease Sates DOE 

proposes to establish subsequent bidding process; 
comments by 11-14-79, requests to speak by 

9- 27-79, hearings 10-2,10-4, and 10-15-79 

52888 Title I—Elementary and Secondary Education 

HEW/OE issues notice of intent to waive certain 
requirements for American Samoa; effective 

10- 11-79 

52838 Grain Inspection USDA/FGIS issues rules 

regarding fees for original online grain inspection 
services and mileage costs; effective 12-2-79 

52858 Certain Cotton, Wool, and Man-Made Fiber Textile 
Products from Republic of Phillippines CITA 
anounces additional import controls; effective 
9-12-79 

52859 Lawn Trimmers and Edgers CPSC denies petition 
to establish rule 

52832 Private Express PS amends rules regarding 

enforcement and suspension; effective 10-11-79 

52824 Automatic Transfer of Funds FHLBB revises rules 
dealing with maximum rate of return on accounts; 
effective 9-11-79 

52894 1980 Aggregate Production Quotas Justice/DEA 

establishes quotas for all controlled substances in 
Schedules I and II: effective 9-11-79 

52815 Propyl Gallate HEW/FDA amends conditions for 
use as a generally recognized as safe human food 
ingredient; effective 10-11-79 

52947 Sunshine Act Meetings 

Separate Parts of This Issue 

, * 

52950 Part II, HEW/FDA 
53066 Part III, Treasury/FS 
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III 


52913 


52881 


52841 


52857 


52898 


52850 


52847 


52855 

52855 

52855 

52856 


52856 

52857 
52857 
52857 


52859 


Agency for International Development 
NOTICES 

Meetings: 

A.I.D. Research Advisory Committee 

Aging, Federal Council 
NOTICES 

Meetings: location change 

Agricultural Marketing Service 
RULES 

Milk marketing orders: 

Texas et al. 

Agriculture Department 

See Agricultural Marketing Service: Federal Grain 
Inspection Service: Rural Electrification 
Administration. 

Army Department 
NOTICES 

Meetings: 

Board of Visitors. U.S. Military Academy 

Arts and Humanities, National Foundation 
NOTICES 

Meetings: 

Music Advisory Panel 

Civil Aeronautics Board 

PROPOSED RULES 

Free and reduced rate transportation: 

Official security guards by foreign air carriers 
Tariffs of air carriers and foreign air carriers; 
construction, publication, etc.: 

Price/quality of service options; U.S. Mainland- 
Alaska and intra-Alaska markets 
NOTICES 
Hearings, etc.: 

Alaska fares investigation 
Commuter Airlines, Inc. 

Former large irregular air service investigation 
National Airlines Subpart Q proceeding 

Civil Rights Commission 
NOTICES 

Meetings; State advisory committees: 

Arizona (4 documents) 

South Dakota 

Texas 

Wyoming 

Commerce Department 

See Foreign-Trade Zones Board; Industry and 
Trade Acbninistration; Maritime Administration; 
National Oceanic and Atmospheric Administration; 
National Technical Information Service. 

Consumer Product Safety Commission 
NOTICES 

Lawn trimmers and edgers; petition denied 


Defense Department 

See Army Department. 

Drug Enforcement Administration 
NOTICES 

Schedules of controlled substances: production 
quotas: 

52894 Schedule I and II, 1980 aggregate 

Economic Regulatory Administration 
NOTICES 

52860 Analysis of refiners’ No. 2 distillate costs and 
revenues: July 1976—December 1978; hearing 
postponed 
Consent orders: 

52860 Gas Engine & Compressor Service 

52862 Liquid Products Recovery. Inc. 

52863 Perry Gas Processors. Inc. 

Powerplant and industrial fuel use; existing 
powerplant or installation; classification requests: 

52861 Occidental Chemical Co. 

Remedial orders: 

52862 Davis & Forbes 

Education Office 

NOTICES 

52888 Elementary and secondary education; requirement 
waivers for American Samoa; advance notice 
Meetings: 

52889 National Advisory Council on the Education of 
Disadvantaged Children; rescheduled 

Employment and Training Administration 
NOTICES 

52895 Employment transfer and business competition 
determinations; financial assistance applications 

Energy Department 

See also Economic Regulatory Administration; 
Federal Energy Regulatory Commission. 

PROPOSED RULES 

52842 Outer Continental Shelf oil and gas leasing; 
sequential bidding process 

Environmental Protection Agency 
PROPOSED RULES 

Air quality control regions; criteria and control 
techniques: 

52850 Attainment status designations 
Water pollution control: 

52851 State underground injection control programs; 

extension of time 

NOTICES 

Meetings: 

52881 Science Advisory Board 

Federal Election Commission 
NOTICES 

52947 Meetings; Sunshine Act 
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Federal Emergency Management Agency 
RULES 

Flood insurance; special hazard areas: 

52835 California 
NOTICES 
Disaster areas: 

52881 Alabama 

52881 California 

52881 Indiana 

Federal Energy Regulatory Commission 
notices 

Hearings, etc.: 

52864 Arizona Public Service Co. 

52864 Arkansas Louisiana Gas Co. 

52865 Boston Edison Co. 

52865, Colorado Interstate Gas Co. (3 documents) 

52866 

52866 Columbia LNG Corp. et al. 

52866 Connecticut Light & Power Co. 

52867 Consumers Power Co. 

52867- El Paso Natural Gas Co. (4 documents) 

52869 

52869 Equitable Gas Co. 

52870 Florida Gas Transmission Co. 

52870 Gulf Power Co. 

52871 Hartford Electric Light Co. (2 documents) 

52871 Inter-City Minnesota Pipelines Ltd.. Inc. 

52872 Iowa Power & Light Co. (2 documents) 

52873 Kansas-Nebraska Natural Gas Co., Inc. 

52872 Kansas Gas & Electric Co. 

52873 Lawrenceburg Gas Transmission Corp. 

52874 Mississippi Power Co. 

52873, Montana Power Co. (2 documents) 

52874 

52875 National Fuel Gas Supply Corp. 

52875 Northern States Power Co. (2 documents) 

52875 Northwest Pipeline Corp. 

52876 South Texas Natural Gas Gathering Co. 

52877 Southern Natural Gas Co. 

52878 Southwest Gas Corp. 

52878 Tennessee Gas Pipeline Co. et al. 

52878 Transcontinental Gas Pipe Line Corp. 

52879 Transcontinental Gas Pipe Line Corp. et al. 

52879 Transwestem Pipeline Co. 

52879 Washington National Gas Co. 

52880 Washington W r ater Power Co. 

Natural Gas Policy Act of 1978: 

52876 Jurisdictional agency determinations 

Federal Grain Inspection Service 
RULES 

Grain standards: 

52838 Fees for original online inspection services and 
mileage costs 

NOTICES 

Grain standards; inspection points: 

52854 South Carolina 

Federal Home Loan Bank Board 
RULES 

Federal home loan bank system: 

52824 Automatic transfer accounts: maximum rate of 
return 

Federal Savings and Loan Insurance Corporation: 
52824 Early withdrawal penalty: exemption upon death 
of account owner: clarification 


52823 National security information program; 
implementation 

Federal Reserve System 
RULES 

Procedure rules: 

52823 Deputy Managers: deletion of references 

NOTICES 

Applications, etc.: 

52881 American Security Corp. 

52884 Beltway Bancshares, Inc. 

52883 Chemical New York Corp. 

52884 Citizens Bancshares Corp. 

52884 Dakota Bancshares. Inc. 

52885 Exchange Bank Corp. 

52885 First M & F Corp. 

52885 Hampton Bancshares. Inc. 

52885 Ionia Bancshares, Inc. 

52885 Loof Investment Co. 

52682 Maryland National Corp. 

52866 Merkel Bancshares. Inc. 

52886 Mid-Nebraska Co.. Inc. 

52886 Old Kent Financial Corp. 

52883 Philadelphia National Corp. 

52884 Philadelphia National Corp. et al. 

52886 Sabrina Properties. N.V., et al. 

52882 Security Agency, Inc. 

52886 Town Financial Corp. 

52887 Trader’s Holding Co. 

52887 Trans Texas Bancorporation. Inc. 

52887 Trust Co. of Georgia 

52887 Utah Bancorporation 

52947 Meetings; Sunshine Act 

Federal Trade Commission 
NOTICES 

52947 Meetings; Sunshine Act 

Fiscal Service 
RULES 

53066 Depositaries and financial agents of the 
government; designation and collateral 
requirements 

Food and Drug Administration 
RULES 

GRAS or prior-sanctioned ingredients: 

52815 Propyl gallate 

PROPOSED RULES 

52949- Medical devices, neurological; classification (109 
53063 documents: see preamble of first document for 
complete listing) 

NOTICES 

Meetings: 

52889 Consumer participation; information exchange (2 

documents) 

Foreign-Trade Zones Board 

NOTICES 

Applications, etc.: 

52857 Cincinnati, Ohio 

Health, Education, and Welfare Department 

See also Education Office; Food and Drug 
Administration. 

NOTICES 

Meetings: 

52889 Women, Rights and Responsibilities. Secretary’s 

Advisory Committee 
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Heritage Conservation and Recreation Service 
NOTICES 

Historic Places National Register, additions, 
deletions, etc.: 

52892 Alaska et al. 

52893 California 

Indian Affairs Bureau 
NOTICES 

52890 Indian tribes, acknowledgment of existence; 
petitions „ 

Land transfer: 

52890 Assiniboine and Sioux Tribes, Fort Peck Indian 

Reservation. Mont, 

Industry and Trade Administration 
NOTICES 

Meetings: 

52858 Management Labor Textile Advisory Committee 

Interior Department 

See also Heritage Conservation and Recreation 
Service; Indian Affairs Bureau; Land Management 
Bureau; National Park Service. 

NOTICES 

Environmental statements; availability, etc.: 

52894 Little Lost-Birch Creek Planning Unit, Idaho 

Internal Revenue Service 

PROPOSED RULES 

52850 Privacy Act; implementation 

NOTICES 

52913 Privacy Act: systems of records 

Interstate Commerce Commission 
NOTICES 

Motor carriers: 

52914 Agricultural cooperative transportation; filing 
notices 

52916 Fuel costs recovery: expedited procedures 

52917, Permanent authority applications (2 documents) 

52934 

52936 Petitions, applications, finance matters (including 
temporary authorities), railroad abandonments, 
alternate route deviations, and intrastate 
applications 

52916, Railroad car service rules, mandatory; exemptions 

52917 (3 documents) 

Railroad services abandonment: 

52914 Bessemer & Lake Erie Railroad Co. 

52915 Delaware & Hudson Railway Co. 

52915 Missouri Pacific Railroad Co. 

52915 Northwestern Pacific Railroad Co. 

52915 Southern Pacific Transportation Co. 

52915 Southern Railway Co. 

Justice Department 

See Drug Enforcement Administration. 

Labor Department 

See also Employment and Training Administration; 
Mine Safety and Health Administration. 

notices 

Adjustment assistance: 

52898 A. Soloff & Son 

52896 Eastern Associated Coal Corp. 

52897 H. Freeman & Son. Inc. 

52897 M. Jensen, Inc., et al. 

52897 Philip Gurian Sons. Inc. 


52898 Raoul, Inc. 

Land Management Bureau 
RULES 

Public Land Orders: 

52835 Colorado 

NOTICES 

Alaska native selections; applications, etc.: 

52890 Sealaska Corp. 

Meetings: 

52891 Outer Continental Shelf Advisory Board 

Marine Mammal Commission 
RULES 

52837 National Environmental Policy Act; implementation 

Maritime Administration 

RULES 

Subsidized vessels and operators: 

52837 Inventories of vessels covered by ODS 

agreements; CFR Part removed 

Mine Safety and Health Administration 

RULES 

52826 Authority citation corrections to MSHA regulations 
Coal mine health and safety: 

52827 Mine accident, injury and illness reports 

NOTICES 

Petitions for mandatory safety standard 
modifications: 

52895 Forman-Lose Mining Inc. 

52895 Old Ben Coal Co. 

52896 Sunshine Mining Co. 

National Labor Relations Board 
NOTICES 

52898 Performance review boards; members; appointment 

National Oceanic and Atmospheric 
Administration 

PROPOSED RULES 

Fishery conservation and management: 

52852 Fixed fishing gear in North Atlantic FCZ; 

hearings 

National Park Service 

NOTICES 

52893 Snowmobile; management policy; correction 

National Technical Information Service 
NOTICES 

Patent licenses, exclusive: 

52857 Edwards Laboratories 

Neighborhood Reinvestment National 
Corporation 

NOTICES 

52947 Meetings; Sunshine Act 

Nuclear Regulatory Commission 
NOTICES 

Applications, etc.: 

52911 Carolina Power and Light Co. 

52912 Consumers Power Co. 

52912 Florida Power and Light Co. 

52912 Iowa Electric Light and Power Co. 

52912 Iowa Electric Light and Power Co., et al. 

52947 Meetings; Sunshine Act 
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Meetings: 

52911 Nuclear Power Plant Construction During 
Adjudication Advisory Committee 
52899 National security information program; 
implementation 

Postal Service 
RULES 

Postal Service Manual: 

52828 Business reply mail: use by Federal agencies 
Restrictions on private carriage of letters:’ 

52832 Private express statutes; enforcement and 
suspension 

Rural Electrification Administration 
NOTICES 

Loan guarantees proposed: 

52854 Tri-State Generation and Transmission 

Association. Inc. 

State Department 

See Agency for International Development. 

Textile Agreements Implementation Committee 
NOTICES 

Cotton, wool and man-made Fiber textile products: 
52858 Philippines 

Treasury Department 

See Fiscal Service; Internal Revenue Service. 

United States Railway Association 
NOTICES 

52914 Supplemental transaction proposal 


MEETINGS ANNOUNCED IN THIS ISSUE 


CIVIL RIGHTS COMMISSION 

52856 Arizona Advisory Committee. 9-25, 9-26. 9-27. and 
9-28-79 (4 documents) 

52857 South Dakota Advisory Committee. 9-27 and 
9-28-79 

52857 Wyoming Advisory Committee. 9-24-79 

COMMERCE DEPARTMENT 

Industry and Trade Administration— 

52858 Management-Labor Textile Advisory Committee. 
9-26-79 

OEFENSE DEPARTMENT 

Army Department— 

52857 United States Military Academy. Board of Visitors. 
9-27 through 9-29-79 

ENVIRONMENTAL PROTECTION AGENCY 
52881 Science Advisory Board. Executive Committee. 
Toxic Substances Subcommittee. 10-19-79 


HEALTH, EDUCATION, AND WELFARE DEPARTMENT 

Food and Drug Administration— 

52889 Consumer exchange. 9-24 and 9-27-79 (2 
documents) 

Office of the Secretary— 

52889 Advisory Committee on the Rights and 

Responsibilities of Women. Family Policy Task 
Force, 10-4-79 

INTERIOR DEPARTMENT 

Land Management Bureau— 

52891 Outer Continental Shelf Advisory Board. Scientific 
Committee. 10-11 and 10-12-79 

NATIONAL ENDOWMENT FOR THE ARTS 
52898 Music Advisory Panel, Jazz Section. 9-24 through 
9-28-79 

STATE DEPARTMENT 

Agency For International Development— 

52913 Research Advisory Committee. 10-29 and 10-30-79 

CHANGED MEETING 

FEDERAL COUNCIL ON THE AGING 
52881 Location change of meeting, 9-12-79 

RESCHEDULED MEETINGS 

CIVIL RIGHTS COMMISSION 
52857 Texas Advisory Committee, 9-27-79 

HEALTH, EDUCATION, AND WELFARE DEPARTMENT 

Education Office— 

52889 National Advisory Council on the Education of 
Disadvantaged Children, 10-19 and 10-20-79 

NUCLEAR REGULATORY COMMISSION 
52911 Advisory committee on nuclear powerplant 

construction during adjudication. 9-14 and 9-28-79 

HEARING 

COMMERCE DEPARTMENT 

National Oceanic and Atmospheric 
Administration— 

52852 Mid-Atlantic and New England Fishery 

Management Councils; September and October 
1979 

RESCHEDULED HEARING 

ENERGY DEPARTMENT 

Economic Regulatory Administration— 

52860 Meeting on analysis of refiners' No. 2 distillated 
costs and revenues, 9-26-79 
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52823 


This section of the FEDERAL REGISTER 
contains regulatory documents having 
general applicability and legal effect, most 
of which are keyed to and codified in 
the Code of Federal Regulations, which is 
published under 50 titles pursuant to 44 
US.C. 1510. 

The Code of Federal Regulations is sold 
by the Superintendent of Documents. 

Prices of new books are listed in the 
first FEDERAL REGISTER issue of each 
month. 


FEDERAL RESERVE SYSTEM 
12 CFR Part 272 

Federal Open Market Committee Rules 
of Practice 

agency: Board of Governors of the 
Federal Reserve System. 
action: Final rule. 

summary: The Federal Open Market 
Committee of the Federal Reserve 
System has amended its Rules of 
Procedure to delete references to Deputy 
Managers, because of a realignment of 
staff personnel. 

EFFECTIVE date: August 14,1979. 

FOR FURTHER INFORMATION CONTACT: 

Murray Altmann, Secretary. Federal 
Open Market Committee, Board of 
Governors of the Federal Reserve 
System, Washington, D.C. 20551 (202/ 
452-3253). 

The Federal Open Market Committee 
has amended its Rules of Procedure. 

1. Effective August 14,1979 § 272.3(d) 
and (e) of Rules of Procedure (12 CFR 
Part 272) is revised to read as follows: 

§ 272.3 Meetings. 

***** 

(d) Attendance at meetings. 
Attendance at Committee meetings is 
restricted to members and alternate 
members of the Committee, the 
Presidents of Federal Reserve Banks 
who are not at the time members or 
alternates, staff officers of the 
Committee, the Managers, and such 
other advisers as the Committee may 
invite from time to time. 

(e) Meeting agendas . The Secretary, in 
consultation with the Chairman, 
prepares an agenda of matters to be 
discussed at each meeting and the 
Secretary transmits the agenda to the 
members of the Committee within a 
reasonable time in advance of such 
meeting. In general, the agendas include 


approval of minutes of actions; reports 
by the Managers on open market 
operations since the previous meeting, 
and ratification by the Committee of 
such operations; reports by Economists 
on, and Committee discussion of, the 
economic and financial situation and 
outlook; Committee discussion of 
monetary policy and action with respect 
thereto; and such other matters as may 
be considered necessary. 

(5 U.S.C. 552) 

2. The provisions of section 553 of 
Title 5, United States Code, relating to 
notice and public participation and to 
deferred effective dates, are not 
followed in connection with the 
adoption of this action because the rules 
involved are procedural in nature and 
accordingly do not constitute 
substantive rules subject to the 
requirements of such section. 

By order of the Federal Open Market 
Committee. August 27,1979. 

Murray Altmann, 

Secretary . 

|FR Doc. 79-28221 Filed 9-10-79: 8:45 .imj 

BILLING CODE 6210-01-M 


FEDERAL HOME LOAN BANK BOARD 
12 CFR Part 505c 
(No. 79-467] 

National Security Information; 
Handling Classified Information 

September 5.1979. 

AGENCY: Federal ltome Loan Bank 
Board. 

action: Final rule. 

summary: This new regulation 
establishes the policy of the Federal 
Home Loan Bank Board regarding 
handling of classified material. The 
Bank Board has not previously adopted 
regulations on this subject. Publication 
of this regulation is required by 
Executive Order. 

EFFECTIVE DATE: September 11.1979. 
FOR FURTHER INFORMATION CONTACT*. 
John R. Hall. Attorney. Federal Home 
Loan Bank Board. 1700 G Street. NW.. 
Washington. D.C. 20552 (202-377-6445). 
SUPPLEMENTARY INFORMATION: 
Executive Order 12065, 43 FR 28949 
(1978), established new policy for the 
classification, safeguarding, and 
declassification of national security 


information, i.e., information classified 
Top Secret, Secret, or Confidential. 
Under that Order, each agency that 
handles such information must establish 
procedures regarding such handling and 
publish them in the Federal Register. In 
accordance with that requirement the 
Bank Board is amending its General 
Regulations (12 CFR Subchapter A) by 
adding a new Part 505c. 

The new part includes the following: 

(1) Statement of Bank Board policy 
regarding information security; 

(2) Designation of an administrator for 
the Bank Board's information security 
program; and 

(3) Mandatory review procedure. 

The Bank Board finds that notice and 

public procedure are unnecessary under 
12 CFR 508.11 and 5 U.S.C. 553(b) 
because the regulation concerns internal 
Bank Board procedures, and that 
publication of the regulation for the 30- 
day period specified in 12 CFR 508.14 
and 5 U.S.C. 553(d) prior to effective 
date is unnecessary for the same reason. 

Accordingly, the Bank Board hereby 
amends Subchapter A of its regulations 
by adding a new Part 505c thereto, to 
read as follows: 

PART 505c—NATIONAL SECURITY 
INFORMATION 

Soc. 

505c.1 Purpose and scope. 

505c.2 Policy. 

505c.3 Administration of program. 

505c.4 Procedures. 

Authority: Sec. 17, 47 Stat. 736. as amended 
(12 U.S.C. 1437); E.O. 12065. 43 FR 28949 
(1978). Reorg. Plan No. 3 of 1947, 12 FR 4981. 3 
CFR. 1943-48 Comp., p. 1071 

§ 505c. 1 Purpose and scope. 

(a) This part is issued by the Board 
pursuant to the requirement of Sec. 5- 
402 of Executive Order 12065, 43 FR 
28949 (1978) ("the Order"), that 
unclassified regulations that establish 
information security policy and 
unclassified guidelines for systematic 
declassification review, which affect the 
public, be published in the Federal 
Register. 

(b) This part covers all information 
and material handled by the Board that 
is owned by, produced for or by. or 
under the control of, the United States 
Government, has been determined 
pursuant to the Order or prior Orders to 
require protection against unauthorized 
disclosure, and is so designated. Such 
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material is referred to in this Part as 
classified information. 

§ 505c.2 Policy. 

It is the Board’s policy to act in 
accordance with the Order with respect 
to all classified information. 

§ 505c.3 Administration of program. 

The Director. Administrative Services 
Division (the “Director”), shall (a) 
implement and oversee the Board’s 
information security program; (b) 
receive questions, suggestions, and 
complaints regarding it; (c) make 
changes to it as he deems advisable; (d) 
assure that it is at all times consistent 
with the Order; and (e) receive requests 
for declassification regardless of the 
origin of the request, assuring that 
requests are acted upon within 60 days 
and that requests submitted under the 
Freedom of Information Act are handled 
in accordance with that Act. 

§ 505c.4 Mandatory review procedure. 

The Director shall process requests for 
mandatory review for declassification. 
The Director shall not refuse to confirm 
the existence or non-existence of a 
document requested under the Freedom 
of Information Act or the Mandatory 
Review Provision of the Order, unless 
the fact of its existence or non-existence 
would itself be classifiable under the 
Order. 

By the Federal Home Loan Bank Board. 

|. 1 Finn, 

Secretary 

|KK not: 79-28279 Filed 9-10-79; 8:45 am| 

BILLING COOE 6720-01-M 


12CFR Part 526 
[No. 79-466] 

Maximum Rate of Return on Accounts 
Subject to Automatic Transfer 

September 5.1979. 

agency: Federal Home Loan Bank 
Board. 

action: Final rule. 

summary: This amendment increases 
from 5% to 5.25% the maximum return 
that members of the Federal Home Loan 
Bank System may pay on accounts that 
are subject to automatic transfer of 
funds to another account. The maximum 
authorized rate on such accounts in 
member instifutions is required by 
statute to equal the maximum rate that 
FDIC-insured banks (excluding mutual 
savings banks) maypay on such 
accounts. The maximum authorized rate 
on commercial bank deposits was 
recently increased to 5.25%, and this 


amendment conforms the Bank System 
regulations to that change. 

EFFECTIVE date: September 11,1979. 

FOR FURTHER INFORMATION CONTACT: 

John R. Hall, Attorney, Federal Home 
Loan Bank Board. 1700 G Street, NW., 
Washington. D.C. 20552 (202-377-6445). 
SUPPLEMENTARY INFORMATION: Section 
526.3(a)(9) of the Regulations for the 
Federal Home Loan Bank System (12 
CFR 526.3(a)(9)) limits to 5% the rate that 
a member institution may pay on any 
savings account or deposit that is 
subject to automatic transfers to the 
institution itself or to a demand or 
deposit account of the accountholder. 
This limitation was adopted to 
implement title XVI of the Financial 
Institutions Regulatory and Interest Rate 
Control Act of 1978 which provided that 
there shall be no differential between 
the maximum interest payable on such 
accounts by banks (other than savings 
banks) whose deposits are insured by 
the Federal Deposit Insurance 
Corporation and by thrift institutions 
whose deposits are insured by the 
Federal Savings and Loan Insurance 
Corporation or by mutual savings banks. 
The 5% maximum rate in § 526.3(a)(9) 
equalled the maximum authorized rate 
on bank deposits at the time the section 
was adopted. 

However, the maximum authorized 
rate of return on bank deposits was 
recently increased to 5.25%. Therefore, 
in conformity with that change, the Bank 
Board is amending § 526.3(a)(9) to reflect 
an equal increase in the rate applicable 
to member institutions. 

It should be noted that § 526.3(a)(9) in 
no way authorizes automatic transfer 
accounts. It merely sets the maximum 
interest rate payable on these accounts 
in any State where any provision of 
State or Federal law permits them to be 
offered by member institutions. 

Because this change is conforming in 
nature, and because the Bank Board 
believes it is in the public interest that 
there should be no interruption in the 
uniformity of rate ceilings applicable to 
these accounts, the Bank Board has 
determined to dispense with (1) notice 
and public procedure under 5 U.S.C. 
553(b) and 12 CFR 508.11 and (2) 
publication of the amendment for the 30- 
day period prescribed in 5 U.S.C. 553(d) 
and 12 CFR 508.14. 

Accordingly, the Bank Board hereby 
amends § 526.3(a)(9) of the Bank System 
Regulations (12 CFR 526.3(a)(9)), to read 
as set forth below. 

§ 526.3 Maximum rates of return payable 
by members on savings accounts. 

(a) Except as provided in § 526.3-1 for 
certificate accounts of $100,000 or more. 


no member may pay an annual rate of 
return on a savings account exceeding 
the applicable maximum percentage, as 
follows: 

• « * • • 

(9) 5.25%—savings accounts or 
deposits which are subject to automatic 
transfers to the member itself or to a 
demand or deposit account of the same 
accountholder, made as a normal 
practice, according to a prearranged 
agreement with the accountholder, to 
cover checks, drafts, or similar 
instruments drawn by the accountholder 
on the member. 

***** 

(Sec. 4. 80 Stat. 824 (12 U.S.C. 1425b). Reorg 
Plan No. 3 of 1947.12 FR 4981, 3 CFR 1943-40 
Comp., p. 1071) 

By the Federal Home Loan Bank Board. 

J. J. Finn. 

Secretary. 

|KR Uoc 79-28271 Filed 9-10-79. 8:45 am| 

BILLING CODE 6720-01-M 


12 CFR Part 545 

[No. 79-468, Dated September 5,1979) 

Federal Savings and Loan System; 
Operations—Technical Clarification 

agency: Federal Home Loan Bank 
Board. 

action: Final rule. 

summary: This rule clarifies the Bank 
Board’s intention regarding the order of 
application of two recently adopted 
amendments that revised the same 
regulations. 

EFFECTIVE date: September 11,1979. 

FOR FURTHER INFORMATION, PLEASE 

contact: John R. Hall, Attorney, 
Federal Home Loan Bank Board, 1700 C 
Street, N.W., Washington. D.C. 20552 
(202-377-6445). 

SUPPLEMENTARY INFORMATION: The 

Federal Home Loan Bank Board, by 
Board Resolution No. 79-316, published 
in the Federal Register July 3.1979 (44 
F.R. 39108), adopted a revision of most 
of the Rules and Regulations for the 
Federal Savings and Loan System, 
including Part 545 of those Regulations 
(12 CFR Part 545). The effective date of 
the revision was August 3.1979. 

On August 2,1979, the Bank Board, by 
Board Resolution No. 79-421, adopted 
additional amendments to Part 545 
which became effective immediately. 
Those amendments were published in 
the Federal Register August 8,1979 (44 
F.R. 46441). The amendments were 
intended to supersede and amend the 
revision published on July 3. and the 
section numbers changed by the 
amendments were those of revised Part 
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545. However, because the effective date 
of the earlier revision follows the 
effective date of the later amendments, 
the effect of the two amendments may 
be unclear. 

Therefore, the Bank Board has 
determined to restate the affected 
language of the sections involved. 
Accordingly, §§ 545.1-1 and 545.4 should 
read in part as set forth below. 

§ 545.1-1 Rates of return on savings 
accounts. 

***** 

(b) Fixed balance bonus account. The 
board of directors of a Federal 
association which has adopted the 
bylaw in § 544.6(e) of this subchapter 
may determine that, in addition to 
earnings distributed on savings 
accounts, the association will distribute 
a bonus on accounts of a minimum 
amount maintained for a minimum 
qualifying period (at least 3 months but 
not more than 36 months), as follows: 
***** 

(4) If any part of a fixed-balance 
bonus account is withdrawn before 
expiration of the term, the penalty 
prescribed in § 526.7(a) of this chapter 
shall apply. If any earnings were 
distributed on the account before the 
withdrawal, deduction shall be made 
from the amount withdrawn to adjust for 
the penalty applicable thereto. Section 
526.7(b) shall apply with respect to 
accounts issued before July 1,1979. 
However, in the circumstances 
prescribed in § 526.7(c), such penalty 
shall not be applied. 
***** 

§ 545.4 Withdrawals. 

(a) Withdrawal prior to expiration of 
term. (1) If any part of a savings account 
authorized under § 545.1-1 (f), or any 
part of a fixed-term savings deposit, is 
withdrawn before expiration of the term, 
the penalty prescribed in § 526.7(a) of 
this Chapter shall apply. If any earnings 
were distributed on the account before 
the withdrawal, deduction shall be 
made from the amount withdrawn to 
adjust for the penalty applicable thereto. 
Section 526.7(b) shall apply with respect 
to accounts issued before July 1,1979. 
However, in the circumstances 
prescribed in § 526.7(c), such penalty 
shall not be applied. 
***** 

(3) An association may provide that 
an account owner cannot withdraw any 
part of a fixed-term savings deposit or 
certificate account before its term 
expires except in the event of death, or 
adjudication of incompetence, of an 
account owner and under such other 
emergency circumstances as may be set 


forth in the certificate evidencing the 
account. 

• * * * • 

(Sec. 5. 48 Stat. 132, as amended (12 U.S.C. 
§ 1464). Reorg. Plan No. 3 of 1947,12 F.R. 
4981. 3 CFR, 1943-48 Comp., p. 1071J 

By the Federal Home Loan Bank Board. 
J. J. Finn, 

Secretary. 

|FR Doc. 79-28 297 Filrd 9-10-79: 8:45 nm| 

BILLING COOE 6720-01-M 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Food and Drug Administration 

21 CFR Part 184 

[Docket No. 78N-0106] 

Direct Food Substances Affirmed as 
Generally Recognized as Safe; Propyl 
Gallate 

agency: Food and Drug Administration. 
action: Final rule. 

summary: The Food and Drug 
Administration (FDA) amends the 
conditions of use for propyl gallate as 
generally recognized as safe (GRAS) 
direct human food ingredient. The 
change is made because the currently 
permitted conditions of use are not in 
accord with traditional good 
manufacturing practice, the conditions 
FDA considered in its evaluation of the 
safety of propyl gallate as a GRAS 
ingredient. This action revokes the 
currently permitted conditions of use for 
the ingredient in food and affirms as 
GRAS the conditions of use traditionally 
permitted under good manufacturing 
practice. 

EFFECTIVE date: October 11,1979. 
address: Written objections to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
Corbin 1. Miles, Bureau of Foods (HFF- 
335), Food and Drug Administration, 
Department of Health, Education, and 
Welfare. 200 C St. SW.. Washington. DC 
20204, 202-472-4750. 

SUPPLEMENTARY INFORMATION: In the 
Federal Register of May 5,1978 (43 FR 
19422), FDA proposed to modify the 
regulation affirming the GRAS status of 
propyl gallate to restore the conditions 
of use traditionally permitted under 
good manufacturing practice and 
considered during FDA's evaluation of 
the safety of propyl gallate as a GRAS 
ingredient. Traditionally, under good 
manufacturing practice, propyl gallate, 
alone or in combination with other 


antioxidants, did not exceed 0.02 
percent of the fat or oil content of the 
food. However, the GRAS affirmation 
proposal for propyl gallate that was* 
published in the Federal Register of 
September 23.1974 (39 FR 34199) 
inadvertently proposed different 
conditions of use. These conditions 
(maximum level of 0.015 percent of food) 
permitted the use of propyl gallate in 
food independent of both the fat and oil 
content of the food and the content of 
other antioxidants. This altered 
condition of use was adopted in the final 
regulation (8 184.1660 (21 CFR 184.1660)), 
published in the Federal Register of 
December 7,1976 (41 FR 53613). 

One comment was received in 
response to the agency's proposed 
modification of § 184.1660. A 
manufacturer of cereal grain products 
requested an additional condition of use 
for propyl gallate in food and 
particularly in breakfast cereals. The 
suggested additional condition of use 
would permit a level of propyl gallate, 
alone or in combination with other 
antioxidants, of 50 parts per million 
(ppm) (0.005 percent) in food, 
irrespective of the fat or oil content of 
the food. 

In 1960, the same manufacturer 
petitioned FDA for a food additive 
regulation to permit the use of 50 ppm 
propyl gallate in breakfast cereals. This 
petition was denied by FDA because of 
insufficient safety information to 
support this use. Based on the safety 
information for propyl gallate that was 
accumulated and evaluated under the 
GRAS Review Program, the 
manufacturer requested FDA to 
reconsider this use. 

FDA recognizes that the Select 
Committee, in its evaluation of the 
safety of propyl gallate in food, 
concluded there was no evidence 
demonstrating propyl gallate to be a 
hazard to the public when it is used at 
levels that are now current or that might 
reasonably be expected in the future. 
Despite this conclusion, however, the 
Select Committee recognized difficulties 
in the interpretation of some reports. In 
addition, results from the 1970 National 
Academy of Science/National Research 
Council survey of food manufacturers on 
the use of GRAS ingredients and the 
Market Research Corporaton of America 
survey of food consumption suggest that 
the use of propyl gallate in breakfast 
cereals could result in a twofold or 
greater increase in overall consumption 
of propyl gallate. Moreover, the greatest 
increase (in terms of milligrams (mg) 
propyl gallate consumed per kilogram 
(kg) body weight) would occur in infants 
(0 to 5 months, 6 to 11 months) on 
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account of the disproportionate 
consumption (per kg body weight) of 
breakfast cereals by these groups. 
Furthermore, butylated hydroxyanisole 
(BHA) and butylated hydroxytoluene 
(BUT), two alternative antioxidants to 
propyl gallate, are currently under 
review by FDA, and uncertainties exist 
regarding some aspects of their safety. 
Traditionally permitted conditions of 
use for propyl gallate, as established in 
this final rule, would permit its 
substitution for the GRAS uses of BHA 
and BHT. This substitution of 
antioxidants would itself result in a 
considerable increase in consumer 
exposure to propyl gallate. Finally, the 
available toxicity studies for propyl 
gallate were conducted in the late 1940's 
and early 1950’s. Although these data, 
combined with the long history of use of 
propyl gallate as an antioxidant, are 
currently adequate to reaffirm the GRAS 
status ol current and predicted future 
uses of propyl gallate at a level of 0.02 
percent of the fat or oil content of the 
food, they are inadequate to support 
additional new uses of the ingredient. 

Propyl gallate has traditionally been 
added to food to retard rancidity 
development, and traditional conditions 
of use. as reestablished by this final 
rule, are 0.02 percent of the fat or oil 
content of the food. Data available to 
FDA are insufficient to establish the 
functionality of 0.005 percent propyl 
gallate as an antioxidant in low-fat- 
containing foods. 

As a result of these considerations, 
the agency concludes that the current 
safety data for propyl gallate are 
insufficient to support the potentially 
vast expansion in consumption of the 
ingredient that might result from the 
requested use of propyl gallate at a level 
of 0.005 percent in food irrespective of 
the fat or oil content of the food. The 
agency also concludes that the data 
concerning the functionality of propyl 
gallate as an antioxidant in low-fat- 
containing foods are also inadequate to 
support this use. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 201(s). 

409. 701(a). 52 Stat. 1055, 72 Slat. 1784- 
1788 as amended (21 U.S.C. 321(s), 348. 
371(a))) and under authority delegated 
to the Commissioner of Food and Drugs 
(21 CFR 5.1). Part 184 is amended in 
§ 184.1660 by revising paragraph (d) to 
read as follows: 

§ 184.1660 Propyl gallate. 

• « • • • 

(d) The ingredient is used in food at 
levels not to exceed good manufacturing 
practice in accordance with 
§ 184.1(b)(1). Good manufacturing 
practice resulls in a maximum total 


content of antioxidants (consisting of 
propyl gallate alone or in combination 
with other antioxidants) of 0.02 percent 
of the fat or oil content, including the 
essential (volatile) oil content, of the 
food. 

Effective date . This regulation shall be 
effective October 11.1979. 

(Secs. 201(s). 409. 701(a). 52 Stat. 1055, 72 Stat 
1784-1788 as amended (21 U.S.C. 321(s). 348. 
371(a)).) 

Dated: September 4. 1979. 

Joseph P. Hile, 

Associate Commissioner for Regulatory 
Affairs . 

|FR Dim: '9-lhlKH Filed iM0-79; $ *5 «im| 

BILLING CODE 4110-03-M 

DEPARTMENT OF LABOR 

Mine Safety and Health Administration 

30 CFR Parts 40. 41, 43, 44, 46, 48, 70, 
75, 77, and 100 

ft 

Federal Mine Safety and Health; 
Technical, Nonsubstantive Revisions 
and Miscellaneous Amendments; 
Corrections 

agency: Mine Safety and Health 
Administration. Department of Labor. 
action: Correction of Final Rules. 

summary: This document corrects 
authority citations to several MSHA 
rules that appeared in the Federal 
Register in 1978 and 1979 without 
complete parallel citations. 
effective date: September 11.1979. 

FOR FURTHER INFORMATION CONTACT: 

Manuel R. Lopez. Room 436. Ballston 
Tower No. 3. 4015 Wilson Boulevard. 
Arlington. Virginia 22203, (703) 235-1157. 

SUPPLEMENTARY INFORMATION: 

This is a technical amendment that is 
nonsubstantive in nature. Therefore, the 
Secretary finds that advance notice and 
public participation are unnecessary. 
The corrections are as follows: 

PART 40—REPRESENTATIVE OF 
MINERS 

1. 30 CFR Part 40. In FR Doc. 78-18892 
appearing on pages 29508 through 29510 
in the Federal Register of Friday. July 7. 
1978. the authority citation on page 
29509 is corrected to read: 

Authority: Secs. 5(f)(1). 101(c) and (e). 
103(c). (f), (g)(1) and (g)(2). 104(c). 105(a). 
(b)(1). (c)(1). (c)(2). (c)(3). and (d). 107(b)(1) 
and (e)(1). 109(b). 115(a)(1) and (a)(2). 302(a). 
305(b). 312(b), 505 and 508 of the Federal 
Mine Safety and Health Act of 1977. Pub. L. 
91-173 as amended by Pub. L. 95-164. 83 Slat. 
745. 91 Stat. 1294. 1295. 1298.1299. 1301.1303. 
1304. 1305.1308. 1310 and 1316. 83 Stat. 766. 


777. 785. 802. and 803 (30 U.S.C. 804(f)(1). 
811(c) and (e). 813(c). (f). (g)(1) and (g)(2). 
814(c). 815(a). (b)(l|. (c)(1). (c)(2). (c)(3) and 
(d). 817(b)(1) and (e)(1). 819(b). 825(a)(1) and 
(a)(2), 862(a). 865(b). 872(b). 954 and 957); Set 
307 of the Federal Mine Safety and Health 
Amendments Act of 1977. Pub. L 95-164. 91 
Stat. 1322 (30 U.S.C. 801 note). 

PART 41—NOTIFICATION OF LEGAL 
IDENTITY 

2. 30 CFR Part 41. In FR Doc. 78-18893 
appearing on pages 29510 through 29513 
in the Federal Register of Friday. July 7. 
1978. the authority citation on page 
29512 is corrected to read: 

Authority: Secs. 103(h), 109(d) and 508 of 
the Federal Mine Safety and Health Act of 

1977. Pub. L. 91-173 as amended by Pub. L. 
95-164. 91 Stat. 1299 and 1310. 83 Stat. 803 (30 
U.S.C. 813(h). 819(d) and 957): Sec. 307 of the 
Federal Mine Safety and Health Amendments 
Act of 1977. Pub. L. 95-164, 91 Stat. 1322 (30 
U.S.C. 801 note). 

PART 43—PROCEDURES FOR 
PROCESSING HAZARDOUS 
CONDITIONS COMPLAINTS 

3. 30 CFR Part 43. In FR Doc. 78-18894 
appearing on pages 29513 through 29516 
in the Federal Register of Friday. July 7. 

1978. the authority citation on page 
29515 is corrected to read: 

Authority: Secs. 103(g). and 508 of the 
Federal Mine Safety and Health Act of 1977 
Pub. L. 91-173 as amended by Pub. L. 95-164 
91 Stat. 1298 83 Stat. 803 (30 U.S.C. 813(g) and 
957); Sec. 307 of the Federal Mine Safety and 
Health Amendments Act of 1977, Pub. L. 95- 
164. 91 Stat. 1322 (30 U.S.C. 801 note). 

PART 44—RULES OF PRACTICE FOR 
PETITIONS FOR MODIFICATION OF 
MANDATORY SAFETY STANDARDS 

4. 30 CFR Part 44. In FR Doc. 78-18895 
appearing bn pages 29516 through 29524 
in the Federal Register of Friday. July 7. 
1978. the authority citation on page 
29518 is corrected to read: 

Authority: Secs. 101 and 508 of the Federal 
Mine Safety and Health Act of 1977, Pub. L. 
91-173 as amended by Pub L. 95-164. 91 Stat. 
1291. 83 Stat. 803 (30 U.S.C. 811 and 957): Sec 
301(c)(3) of the Federal Mine Safety and 
Health Amendments Act of 1977. Pub. L. 95- 
164. 91 Stat. 1318 (30 U.S.C. 961(c)(3)). 

5. 30 CFR Part 44. In FR Doc. 78-22222 
appearing on page 35687 in the Federal 
Register of Friday. August 11. 1978. 
insert the following authority citation 
immediately following correction item 
number 2 and before the words “Dated: 
August 1. 1978.“: 
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(Sacs. 101 and 508 of the Federal Mine Safety 
and Health Act of 1977 Pub. L. 91-173 as 
amended by Pub. L. 95-164, 91 Stat. 1291. 83 
Slat. 803 (30 U.S.C. 811 and 957); Sec. 301(c)(3) 
of the Federal Mine Safety and Health 
Amendments Act of 1977, Pub. L 95-164, 91 
Slat. 1318 (30 U.S.C. 961(c)(3))) 

PART 46—STATE GRANTS FOR 
ADVANCEMENT OF HEALTH AND 
SAFETY IN COAL AND OTHER MINES 

6. 30 CFR Part 46. In FR Doc. 79-15163 
appearing on pages 28588 through 28592 
in the Federal Register of Tuesday, May 

15. 1979. the authority citation on page 
28588 is corrected by adding at the end 
of the citation the following: 

* ’ * 83 Stat. 800. 803 (30 U.S.C. 953, 957). 

PART 48—HEALTH AND SAFETY 
TRAINING AND RETRAINING OF 
MINERS 

7. 30 Cra Part 48. In FR Doc. 78-29001 
appearing on pages 47454 through 47468 
in the Federal Register of Friday, 

October 13,1978, the authority citation 
on page 47460 is corrected to read: 

Authority: Secs. 101 and 115 (a), (b) and (c) 
of the Federal Mine Safety and Health Act of 
1977, Pub. L. 91-173 as amended by Pub. L 
95-164, 91 Stat. 1291, 1315-1316 (30 U.S.C. 811. 
825 (a), (b). and (cj). 

8. 30 CFR Part 48. In FR Doc. 79-871 
appearing on pages 1979 through 1980 in 
the Federal Register of Tuesday, January 

9. 1979, insert the following authority 
citation on page 1980 immediately 
following amendment item No. 6 and 
before the words “Dated: January 2, 
1979.”: 

(Secs. 101 and 115 (a), (b) and (c) of the 
Federal Mine Safety and Health Act of 1977, 
Pub. L. 91-173 as amended by Pub. L. 95-164, 

91 Stat. 1291,1315-1316 (30 U.S.C. 811. 825 (a), 
(b) and (c))). 

PART 70— MANDATORY HEALTH 
STANDARDS—UNDERGROUND COAL 
MINES 

9. 30 CFR Part 70. In FR Doc. 78-35640 
appearing on pages 40760 through 40764 
in the Federal Register of Tuesday. 
September 12,1978, insert the following 
authority citation on page 40764 
immediately following amendment item 
No. 9: 

(Sec.*101 of the Federal Mine Safety and 
Health Act of 1977. Pub. L 91-173 as 
amended by Pub. L. 95-164, 91 Stat. 1291 130 
U.S.C. 811): Sec. 301 of the Federal Mine 
Safety and Health Amendments Act of 1977, 
Pub. L 95-164, 91 Stat. 1317 (30 U.S.C. 961)). 


PART 75—MANDATORY SAFETY 
STANDARDS—UNDERGROUND COAL 
MINES. 

PART 77—MANDATORY SAFETY 
STANDARDS, SURFACE COAL MINES 
AND SURFACE WORK AREAS OF 
UNDERGROUND COAL MINES 

10. 30 CFR Parts 75 and 77. In FR Doc. 
79-4713 appearing on pages 9379 through 
9380 in the Federal Register of Tuesday, 
February 13,1979, insert the following 
authority citation on page 9380 
immediately following amendment item 
No. 9 and before the words “Dated: 
February 2,1979.”: 

(Sec. 5^)8 of the Federal Mine Safety and 
Health Act of 1977, Pub. L 91-173 as 
amended by Pub: L 95-164, 83 Stat. 803 (30 
U.S.C. 957J). 

PART 100—CIVIL PENALTIES FOR 
VIOLATIONS OF THE FEDERAL MINE 
SAFETY AND HEALTH ACT OF 1977 

11. 30 CFR Part 100. In FR Doc. 78- 
14789 appearing on pages 23514 through 
23519 in the Federal Register of 
Tuesday, May 30,1978, the authority 
citation on page 23517 is corrected to 
read: 

Authority: Secs. 105,110 and 508 of the 
Federal Mine Safety and Health Act of 1977, 
Pub. L 91-173 as amended by Pub. L 95-164. 
91 Stat. 1303 and 1311. 83 Stat. 803 (30 U.S.C. 
815, 820 and 967); Sec. 307 of the Federal 
Mine Safety and Health Amendments Act of 
1977, Pub. L 95-164. 91 Stat. 1322 (30 U.S.C. 

801 note). 

Dated: July 26.1979. 

Eckehard Muessig, 

Deputy Assistant Secretary for Mine Safety 
and Health. 

|FR Doc. 79-28270 Filed 9-10-79; 8:45 ,im] 

BILUNG CODE 4510-43-M 


30 CFR Part 50 

Mine Accident, Injury, and Illness 
Reports 

agency: Mine Safety and Health 
Administration (MSHA), Department of 
Labor. 

action: Final rule. 

summary: This final rule amends the 
existing regulation on the investigation 
of mine accidents and injuries and the 
reporting of mine accidents, injuries, 
illnesses, employment, and coal 
production. The amended regulation 
requires operators to complete all of 
section C of the Mine Accident. Injury 
and Illness Report (Form 7000-1) for 
occupational injuries and illnesses. 

The information now clearly required 
by the amended regulation is necessary 


to enable MSHA to analyze injury and 
illness causation factors needed to 
properly evaluate and develop Federal 
mine safety and health standards and 
programs. 

EFFECTIVE DATE: October 11,1979. 

FOR FURTHER INFORMATION CONTACT! 

Inga A. Watkins, Room 436, Ballston 
Tower No. 3, 4015 Wilson Boulevard, 
Arlington, Virginia 22203, 703-235-1157. 

SUPPLEMENTARY INFORMATION: 

I. Statutory and Rulemaking Background 

This amendment is issued pursuant to 
the Federal Mine Safety and Health Act 
of 1977, (Sec. 508. Pub. L 91-173, as 
amended by Pub. L. 95-164, 83 Stat. 803 
(30 U.S.C. 957)) and is exempted from 
the notice and comment procedures of 5 
U.S.C. § 553 by 5 U.S.C § 553(b)(B). The 
Assistant Secretary for Mine Safety and 
Health finds that advance notice and 
public participation is unnecessary and 
contrary to the public interest for the 
reasons stated below. 

The existing § 50.20-6(a) was intended 
to apply to accidents, occupational 
injuries and occupational illnesses and 
has been consistently interpreted by 
MSHA to so apply. The manner in which 
the regulation has been construed and 
enforced is well known lo members of 
the mining industy and the vast majority 
of mine operators have been complying 
with § 50.20-6(a) accordingly. However, 
in a recent case, an administrative law 
judge of the Federal Mine Safety and 
Health Review Commission held that 
8 50.20-6(a) only requires mine 
operators to provide information 
concerning accidents as defined in 
§ 50.2(h). Since this amendment 
undertakes to clarify, not change, the 
original intent of the existing regulation, 
and since it is consistent with the 
administrative practice thereunder, the 
amendment will have a minimal impact 
on the mining industry as a whole. 

Part 50 implements §§ 103 (a) and (h) 
of the Federal Mine Safety and Health 
Act of 1977 (30 U.S.C. 801, 813, 841). and 
was intended to achieve the statutory 
objective of acquisition and analysis of 
accident, injury and illness data for the 
purpose of reducing mine safety and 
health hazards. Part 50 provides a 
mechanism for the indentification of 
those aspects of mining which need 
intensified attention through health and 
safety regulation. The information now 
clearly required by the amended 
regulation is necessary to enable MSHA 
to analyze injury and illness causation 
factors needed to properly evaluate and 
develop Federal mine safety and health 
standards and programs. The omission * 
of the data which the revised § 50.20- 
6(a) requires to be provided in section C 
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of the Mine Accident, Injury and Illness 
Report Form 7000-1 would render the 
submission of the form partially useless 
and frustrate the purpose of Part 50. 
Therefore, immediate clarification i9 
necessary to accomplish the intention of 
the regulation. 

The Mine Accident, Injury and Illness 
Report (Form 7000-1) wiU be revised to 
conform to the changes made by this 
amendment of Part 50. The revision will 
not be executed until the next printing of 
the Form 7000-1. Therefore, operators 
may utilize the existing form to comply 
with the amended Part 50 until a revised 
form is made available by the Mine 
Safety and Health Administation. 

It has been determined that this 
document does not contain a major 
proposal requiring preparation of a 
regulatory analysis under Executive 
Order 12044 or constitute a major 
Federal action significantly affecting the 
quality of the human environment 
requiring the preparation of an 
environmental impact statement. 

II. Drafting Information 

The principal persons responsible for 
drafting this rule are Inga A. Watkins 
and Edward P. Clair, Office of the 
Solicitor. Department of Labor. 

30 CFR Part 50 is amended as follows: 

$50.20 (Amended] 

1. In § 50.20, the last sentence of 
paragraph (a), is revised to read as 
follows: 

• • * • • 

“When an accident specified in 
§ 50.10 occurs, which does not invlove 
an occupational injury, sections A. B, 
and items 5 through 11 of section C of 
Form 7000-1 shall be completed and 
mailed to MSHA in accordance with the 
instructions in § 50.20-1 and criteria 
contained in § 50.20-4 through 
§ 50.20-6.° 

§ 50.20-6 (Amended) 

2. Section 50.20-6 is amended as 
follows: 

(a) By revising the first sentence to 
read as follows: “(a) Complete items 5 
through 12 for each accident, 
occupational injury, or occupational 
illness.** 

(b) By deleting the paragraph 
designation and subheading “(a) 
Accident Information” preceding 
“Item 5.*’ 

(c) By deleting the subheading “Injury 
and illness information*’ following the 
paragraph designation “(b).” 

(d) By revising the first sentence in 
paragraph (b) to read as follows: 
“Complete items 13-27 for each 
occupational injury or occupational 
illness.'* 


(e) By adding the words “injury or 
illness" after the word “accident” each 
time it appears in the body of § 50.20-6. 

(Secs. 103 (a) and (h), and 508, Pub. L 91-173. 
as amended by Pub. L 95-164. 91 Stat. 1297, 
1299. 83 Stat. 803 (30 U.S.C. 801, 813, 957)). 

Dated: July 26.1979. 

Robert B. Lagather, 

Assistant Secretary for Mine Safety and 
Health. 

|FR Due. 79-28292 Filed 9-10-79; 8:45 am| 

BILLING CODE 4510-43-41 


POSTAL SERVICE 
39 CFR Part 111 

Mandatory Use of Business Reply Mail 
by Federal Agencies 

agency: Postal Service. 
action: Final Rule. 

summary: The final rule requires all 
Federal Government departments and 
agencies to use a modified form of 
business reply mail, metered reply mail, 
or stamped self-addressed envelopes 
when providing envelopes, cards and 
mailing labels to correspondents for 
official business reply purposes. 
Exceptions are provided for census 
reply mail authorized by Title 13, U.S.C., 
and fourth class and special service 
reply mail. This rule is intended to 
improve accountability for official reply 
mail. 

EFFECTIVE DATE: September 1.1980. 

FOR FURTHER INFORMATION CONTACT: 

Jame9 S. Stanford, Manager. 
Government Revenue and Examination 
Branch, (202) 245-5001. 

SUPPLEMENTARY INFORMATION: On 
August 14,1978, the Postal Service 
published for comment in the Federal 
Register (43 FR 35951; as corrected on 
August 25,1978, 43 FR 38049) a proposal 
to revise sections 137.25 and 137.273f of 
the Postal Service Manual to carry out 
the rule summarized above. 1 Interested 
persons were invited to submit written 
comments concerning the proposed 
change by September 13.1978. Written 
comments were received from 23 


* When this proposed rule was published In the 
Federal Register in August 1978. it whs drafted as 
an amendment to Chapter I of the Postal Service 
Manual. Since that time, however. Chapter I of the 
Postal Service Manual has been replaced by the 
Domestic Mail Manual, which, among other things, 
carries foiward the regulations on official mail and 
became effective on July 30. 1979. See 44 FR 39742. 

In view of the obsolescence (with certuin exceptions 
not pertinent here) of Chapter I of the Postal Service 
Manual, the final rule has been drafted as an 
amendment of the Domestic Mail Manual. The 
numbering system of Part 137—OFFICIAL MAIL tn 
the Domestic Mail Manual is the same as it was in 
the Postal Service Manual. 


Federal Government organizations and 2 
non-government parties. Twenty of the 
commenters opposed the proposal: five 
favored it as published, or offered no 
objections if requested modifications 
were made. All comments were 
Carefully considered by the Postal 
Service in adopting the amendments to 
the regulations set forth below. 

Thirteen commenters objected to the 
additional costs and/or the "complex 
administration’* of the proposed rule. 

The Postal Service has no wish to 
impose unnecessary cost or 
administrative burdens on those 
agencies which find it necessary to use 
reply mail. We have consequently made 
a number of changes to reduce the 
administrative cost of these procedures 
where it is feasible within the 
constraints of law. We believe, 
however, that the financial interests of 
the Postal Service, as well as those of 
Federal agencies in general, will best be 
served by providing a more accurate 
accounting for returned reply mail. The 
data provided in such an accounting will 
ensure proper payment to the Postal 
Service and also permit agency 
managers to make cost-effective 
decisions on the use of reply mail. 
Considerable experience with similar 
procedures in use by private mailers 
leads us to conclude that these 
regulations as modified are less complex 
administratively and no more costly 
than any alternatives which would 
produce an accurate determination of 
reply volume. 

Six commenters recommended 
increasing the accuracy of the present 
system of sampling “Postage and Fees 
Paid" reply envelopes instead of 
adopting the business reply mail system. 
Present procedures call for reply mail to 
be counted when it is returned to the 
agency, whereas other official mail is 
counted when it is sent. While some 
improvement to this approach may be 
possible with extensive management 
attention and increased costs, the basic 
problem with the current procedures 
that prevents achieving an acceptable 
level of accuracy is the difficulty in 
identifying and separating “Postage and 
Fees Paid” reply mail being returned to 
a Federal agency from incoming 
‘‘Postage and Fees Paid” mail. The two 
kinds of mail appear to be identical. 
Available evidence indicates that 
significant volumes of reply mail are not 
counted, primarily because they are not 
recognized as reply mail. This is 
supported by the fact that many Federal 
agency accounts report little or no 
official reply volume. 

Four agencies requested exemption 
from the proposed procedures. Three of 
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these argued that they should not be 
required to use business reply mail since 
their postage charges are determined by 
the Postal Service sampling procedures. 
Postal Service sampling procedures 
produce statistically reliable results only 
when a very large volume of mail is 
available for sampling. Many agencies 
simply do not have the necessary 
volume, and such an option would be 
unavailable to them. We believe it 
would not be equitable to grant 
exceptions based solely upon use of 
Postal Service sampling when that 
option is not available to all agencies. 
Official business reply mail, however, 
would be open to all agencies regardless 
of size. In addition, that part of the cost 
of the Postal Service sampling 
procedures that relates to the counting 
of official reply mail should properly be 
paid by the agency for whom the work is 
performed. The official business reply 
system provides a fair and equitable 
method of assigning that cost to the 
using Federal agency. 

The fourth agency, the Bureau of the 
Census, requested an exemption for the 
following reasons, among others. The 
Bureau advised that on March 28,1980 it 
will mail out about 80 million addressed 
questionnaires to households throughout 
the country for the 1980 Census of 
Population and Housing. Householders 
will be asked to return the completed 
questionnaires on April 1,1980. It is 
anticipated that over 50 million 
households will return the forms by mail 
within a three day period. As to the 
remaining 30 million households, they 
must be contacted by census 
enumerators for a direct interview. The 
Bureau said that if it were required to 
use official business reply mail for this 
census, vital time would be lost while 
the 50 million reply questionnaires were 
being counted in destination post 
offices. This would delay the process of 
hiring and training enumerators and 
determining which households they 
must visit. Ultimately, the ability of the 
Bureau to meet its obligation to provide 
final population figures to the President 
by January 1.1981 might be put in 
jeopardy. Although the effective date of 
this rule would not require its 
application to the 1980 Census of 
Population and Housing, the same 
argument will apply to the next such 
Census in 1985. 

It appears to the Postal Service that if 
the business reply system were applied 
to the Census Bureau, delays might be 
incurred in the process of counting 
immense amounts of such business reply 
census mail. It also appears that the 
prime mission of the Census Bureau, to 
count accurately the people and 


households of the United States, and the 
systems it has developed to carry out 
that mission, practically insure an 
accurate count and record of the 
Bureau’s census reply mail. For these 
reasons, and in reliance upon the 
Bureau’s statements, the Postal Service 
believes it would be in the public 
interest to grant an exemption for 
official mail relating to a collection of 
statistics, survey, or census authorized 
by title 13, United States Code, and 
addressed to the Department of 
Commerce or a bureau or agency 
thereof. Accordingly, mail of this kind, 
which is specifically authorized by 
statute, see 39 U.S.C. 3202(a](3), would 
continue to qualify for “Postage and 
Fees Paid” treatment pursuant to 137.31 
of the Domestic Mail Manual. 

As to 137.32 of the Domestic Mail 
Manual, we have revised that section to 
make clear that official business reply 
mail may be used by clerks of court to 
transmit mail relating to naturalization. 

Six commenter8 said that the $75 
accounting fee in proposed 137.273f(2)(b) 
for each post office where mail for an 
agency is authorized to be returned 
would be unjustified. We based this fee 
on procedures used for regular business 
reply mail in which payment and 
accounting occur at each post office 
where mail is returned. For official 
business reply mail, however, 
commenters stated that the low volume 
of business reply at numerous small 
offices would make the acounting fee 
alone greatly exceed existing postage, 
and would be excessive. We agree that 
the accounting fee as orginally proposed 
would not be appropriate because of the 
unique aspects of our official mail 
accounting system. That system is 
centralized at Postal Service 
Headquarters and does not require more 
than one annual accounting fee for each 
permit issued. 

Four agencies said that the 
requirement in proposed 137.252c for a 
printed address on official business 
reply mail would be costly and 
administratively complex, because each 
of the large number of locations to 
which reply mail would be returned 
would need a separate supply of 
business reply envelopes, cards and 
labels. The commenters pointed out that 
the problem would be further 
complicated by the low reply mail usage 
rate at many of these locations. We 
believe these to be valid points and 
have consequently modified 137.252c(2) 
to permit use of typewritten or 
handstamped addresses or printed, 
gummed address labels. 

One commenter objected to the 
requirement in proposed 137.252c(2) that 
the agency return address appear in the 


upper left comer of the mail piece. The 
purpose of this requirement was to 
ensure that the agency be clearly 
identified, since the address where the 
mail is to be returned may not always 
provide the agency name. We note, 
however, that the agency name will be 
required as part of the statement 
“Postage Will be Paid By (Name of 
Goverment Agency)”. Accordingly, we 
believe this will be sufficient 
identification for Postal Service 
employees to determine that the agency 
is an authorized user of Official Mail. 
The regulation has consequently been 
modified to eliminate the requirement 
for a return address in the upper left 
comer. The statement “Official 
Business, Penalty for Private Use, $300” 
will continue to be required in that area. 

Three commenters indicated that they 
presently use “Postage and Fees Paid” 
covers for return of fourth-class matter, 
and for registered return of official mail 
matter. Neither of these uses is presently 
authorized for business reply mail. 
Regular business reply mail is limited to 
First-Class Mail and cannot be 
accompanied by special services. 
However, special services and fourth 
class reply are permitted by the existing 
regulations for official reply mail. The 
Postal Service does not wish to 
eliminate a service currently provided 
and needed by our Federal customers. 
Accordingly, we are including an 
exception in new 137.252f, which 
permits, after written approval is 
granted, distribution of “Postage and 
Fees Paid” covers for return of official 
mail at fourth-class rates or with a 
special service provided. There must be 
an agreement between each using 
agency and the Manager, Government 
Revenue and Examination Branch, 
concerning procedures for distribution 
and accounting for return volume. 
Although this exception will continue 
limited use of current reply procedures, 
we believe the relatively low volume, 
the small number of agencies likely to 
be involved, and the unique nature of 
the requirement will permit accurate 
accounting based upon special 
agreements with each agency. 

One commenter objected to the 
requirement that agencies notify the 
Postal Service of all post offices through 
which official business reply mail will 
be returned under a single permit 
number. It is essential that the Postal 
Service have this information in order to 
alert each post office where mail will be 
returned and to ensure proper reporting. 
This information should also be used by 
agency mail managers to evaluate and 
control the use of official business reply 
mail. We would not expect that 
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providing this information would be 
excessively complex or would add 
significant additional cost In fact it 
seems to us that the required 
information would already be available 
to agency mail managers if they were 
properly monitoring the current agency 
sampling procedures for reply maiL For 
these reasons, this requirement must be 
retained. 

Another commenter suggested that the 
format instructions in 131.235 should be 
made applicable to official business 
reply mail. This has already been done, 
both in the proposal and the final rule. 
See 137.252c of the Domestic Mail 
Manual, as revised. The same 
commenter said that the illustration of 
the business reply format should also 
show the dimensions relating to the 
exact placement of the bar code pattern. 
This has been done in the final rule. 

Four commented objected to the 
proposed implementation date of April 
1,1979. To provide time to use existing 
stocks of “Postage and Fees Paid” reply 
envelopes and implement the new 
procedures, the effective date of the 
final rule has been extended to 
September 1,1980.137.252g has been 
added to reflect this effective date. If 
there should be additional problems 
with this date because of otherwise 
unusable stocks of “Postage and Fees 
Paid" envelopes, agencies should 
contact the Postal Service. 

We also made minor, clarifying 
changes to 137.273f(3) of the Domestic 
Mail Manual. 

For the above reasons, the Postal 
Service hereby adopts, as amended, the 
following amendment to the Domestic 
Mail Manual, effective September 1, 
1980: 

Part 137—Official Mail 

1. In 137.2 of the Domestic Mail 
Manual revise .25 and ,273f to read as 
follows: 

137.25 Reply and Contractor Use . 

.251 General. Except as provided in 
137.252. .253, and 137.31, a department or 
agency authorized to use the official 
mail privilege may not loan or furnish 
official envelopes, cards, cartons, or 
labels to any private person, concern, or 
organization or permit the use of such 
envelopes, cards, cartons, or labels for 
private benefit. 

£52 Business Reply . 

a. A department or agency authorized 
to use the official mail privilege that 
wishes to distribute official envelopes, 
cards, cartons, or labels to any person, 
concern, or organization from or through 
whom official matter is desired, must 
use either the business reply format 


provided by 137.252 c and d, the metered 
reply format provided by 144.112, the 
fourth class and special services reply 
procedures in 137.252f or affix adhesive 
postage stamps. “Postage and Fees 
Paid" envelopes, cards, cartons, and 
labels (described in 137.242 and .243) 
may not be distributed for reply 
purposes except as provided in 137.252f 
and 137.31. 

b. To use business reply mail, a 
department or agency must apply for a 
business reply permit in accordance 
with the provisions of 137.273f. A 
department or agency which holds a 
postage meter license may distribute 
official metered reply cards and 
envelopes for return to the meter license 
holder as provided in 144.112. Fourth 
class and special service reply 
procedures may be used only after 
application and approval in accordance 
with 137.252f. Adhesive postage stamps 
may be pre-applied to cards and 
envelopes distributed for reply purposes 
under the provisions of 137.248. 


c. Official business reply envelopes 
must bear the address of one of the 
authorized departments or agencies 
listed in 137.231 or one of their 
component units. They must be printed 
in the format required by 917.5 with the 
following exceptions: 

(1) The legend required by 917.52a(4) 
must read “POSTAGE WILL BE PAID 
BY (name of authorized U.S. 

Government Agency)". 

(2) The address may be printed, 
typewritten, or handstamped directly on 
the mail piece, or a printed gummed 
label may be affixed in the address area. 
All other preparation requirements for 
the address side in 917.51 must be met. 

(3) The space for permit holders* use 
described in 917.52b(3)(e) must include 
the statement, '‘Official Business, 

Penalty for Private Use. $300". Space 
above this statement may be used for 
return address, logos, distribution codes, 
etc. 

d. The following is an illustration of 
the official business reply mail format: 


FOR PERMIT 
HOLDER'S USE 


OFFICIAL BUSINESS 
PENALTY FOR PRIVATE 
USE $300 



3m 


4— 

=F 

5 8 

1 


IV 


1 


NO POSTAGE 


NECESSARY 


IF MAILED 


IN THE 


UNITED STATES 



BUSINESS REPLY MAIL 

first class pfmnn no oqooq .m town us a 

POSTAGE WIU. BE PAID BY U S GOVERNMENT AGENCY 

LEAST 

U.S. Government Agency 
Attn: Finance Dept. 

Federal Building 
Anytown, USA 00000 


T 


(not actual size) 


%- 


L 


e. Instructions in 144.112 a, b, and c 
governing the preparation of the address 
side of metered reply cards and * 
envelopes also apply to official metered 
reply mail. 

f. Departments and agencies that wish 
to distribute official envelopes, cards, 
cartons or labels for return at fourth 
class rates or which require a special 
service may use the “Postage and Fees 
Paid" format in 137.242 and .243 after 


written approval is granted by the 
Manager, Government Revenue and 
Examination Branch. Requests to use 
this procedure should be submitted in 
writing to the Manager. Government 
Revenue and Examination Branch, 
Finance Department, U.S. Postal Service 
Headquarters, Washington. D.C. 20260. 
Such request must include: (1) the 
service desired, (2) the post offices to 
which the mail will be returned, and (3) 
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the proposed procedures to determine 
actual volume and postage due. Return 
envelopes, cards, cartons, or labels used 
under this provision must have the 
appropriate fourth-class classification or 
the special service desired preprinted on 
them, 

g. All official envelopes, cards, 
cartons, or labels distributed for reply 
purposes after August 31.1980 must 
comply with the requirements of 137.251 
and .252 a, b, c, d, e and f as appropriate. 

.253 Contractor 

a. A department or agency authorized 
to use the official mail privilege may 
request the Manager, Government 
Revenue and Examination Branch, 
Finance Department, to issue a permit 
for that department or agency to 
authorize printer-mailer contractors to 
use official envelopes and labels to mail, 
on behalf of that department or agency 
matter printed at Government expense. 

As provided in 137.254, any department 
or agency requesting a permit must 
furnish with the request all information 
the Manager considers necessary to 
insure accurate reimbursement to the 
Postal Service for private use of official 
envelopes and labels. 

b. A department or agency authorized 
to use the official mail privilege may 
request the Manager, Government 
Revenue and Examination Branch, 

Finance Department, to issue a permit 
for that department or agency to 
authorize non-printer-mailer contractors 
to use official envelopes and labels, pre¬ 
addressed to a Federal Government 
office or officer, for the transmission of 
official matter for a specified time, or in 
the performance of specific contracts 
with the office or officer. As provided in 
137.254, any department or agency 
requesting a permit must furnish with 
the request all information the Manager 
considers necessary to insure accurate 
reimbursement to the Postal Service for 
private use of official envelopes and 
labels. 

c. The Manager. Government Revenue 
and Examination Branch, Finance 
Department, or his designee, shall 
review each request under 137.253 a or b 
and permit the department or agency to 
authorize contractor use of official 
envelopes and labels for a period of one 
year if he determines that the 
department or agency has established 
sufficient accountability procedures to 
insure reimbursement to the Postal 
Service for mail service provided to 
contractors. In making this 
determination, the Manager, or his 
designee, shall consider factors 
including, but not limited to. the 
following: 


(1) Any relevant misuse of the official 
mail privilege, including the misuse of 
official envelopes or labels for the 
transmission of nonofficial matter by 
contractors licensed by the department 
or agency under 137.253 a or b. 

(2) Any relevant failure of the 
department or agency to comply with 
official mail reimbursement instructions 
issued by the Manager under 137.21, 
including failure to establish accurate 
methods for estimating or measuring the 
volume of official mail; 

(3) The method, such as use of a 
permit imprint, bulk permit, or meter, 
proposed by the department or agency 
for obtaining adequate information to 
insure full reimbursement for the 
proposed contractor use of official mail. 

d. Official envelopes and labels used 
by any contractor (as provided in 
137.253 a and b) must bear the printed 
return address of one of the authorized 
departments or agencies listed in 137.621 
and must be printed in the form set out 
in 137.242 and .243. No return name and 
address of a private person, concern, 
organization, or contractor may be 
shown. When a special service is 
required for contractor mailings, the 
type of special service desired must be 
preprinted on the envelope or label. 
Private users of official envelopes and 
labels may not add their own marking 
for these services. 

. 254 Reimbursement 

Departments and agencies authorized 
to use tlys official mail privilege must 
reimburse the Postal Service for the 
private use of official envelopes and 
labels under 137.252 and .253, as 
provided in instructions issued and 
administered by the Manager. 
Government Revenue and Examination 
Branch, Finance Department. 
Departments and agencies, and any 
contractors authorized by them to use 
official envelopes and labels, shall 
promptly furnish, in the manner and 
form requested, all information, 
including but not limited to contractor 
name, points and dates of mailing, 
classes, quantities, and single-piece 
weights of mail matter, the Manager 
considers necessary to insure accurate 
reimbursement to the Postal Service for 
private use of official envelopes and 
labels. 

• • * * * 

.273 Mailing Permits 

• • • • • 

f. Business Reply Mail (1) 

Application, (a) A Federal Government 
department or agency that wishes to 
furnish official return envelopes to 
correspondents may apply for an official 
business reply mail permit by filing an 


application in duplicate on Form 3614. 
Application to Distribute Business 
Reply Cards , Envelopes. Cartons and 
Labels . The application may be filed at 
the post office where the mail will be 
returned, or at the post office where the 
agency headquarters is Ideated if mail 
bearing a single business reply mail 
permit number will be returned to 
offices in more than one city. 

(b) When the postmaster receives the 
application, he will annotate both copies 
"Federal Government Agency" and 
complete the approval and permit 
portions of the form. The orginal permit 
portion of the form will be given to the 
applicant. The original application 
portion will be filed at the post office by 
permit number. The postmaster will 
forward the duplicate copy of the 
application and the duplicate permit 
portion to the Manager, Government 
Revenue and Examination Branch. 
Finance Department, U.S. Postal Service 
Headquarters. Washington, D.C. 20260. 

(c) Departments and agencies must 
notify the Manager, Government 
Revenue and Examination Branch, at the 
above address if business reply mail 
having a single permit number will be 
returned through post offices other than 
the permit issuing post office. This 
notification must include, for each 
permit number, the addresses and cities 
where mail will be returned. The 
Manager, Government Revenue and 
Examination Branch will forward the 
required information to each affected 
post office. 

(2) Postage and Fees, (a) An annual 
business reply permit fee of .$30 and an 
annual accounting fee of $75 will be 
charged each calendar year for each 
permit issued. 

(b) The amount to be paid for official 
business reply mail is the appropriate 
first-class or priority postage plus a fee 
of 3.5 cents per piece. 

(c) Post offices will not collect money 
from Federal Government agencies in 
connection with issuance of business 
reply permits or for postage and fees 
due on such moil. Annual permit fees, 
accounting fees, postage, and business 
reply fees will be paid by Federal 
Government agencies in accordance 
with the reimbursement procedures of 
137.21. 

[3) Mailings. The number of pieces of 
business reply mail returned to a 
Federal Government agency, together 
with the amount chargeable for postage 
fees, will be recorded daily on Form 25, 
Trust Fund Account by each unit to 
which mail is returned. At the end of 
each postal quarter, these Forms 25 will 
be totaled and sent by the units to the 
postmaster for consolidation and 
forwarding to the Manager, Government 
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Revenue and Examination Branch, 
Finance Department, U.S. Postal Service 
Headquarters. Washington, D.C. 20260 
for billing purposes. Negative reports on 
Form 25 are required for each permit if 
no business reply items are received 
during a quarter. 

« * * • * 

2. In 137.3 of the Domestic Mail 
Manual, revise .32 to read as follows: 

137.3 Census and Naturalization Mail* 

* • • • * 

.32 Naturalization Mail. Official 
envelopes and labels prepared in 
accordance with 137.252 and pre¬ 
addressed to the Department of Justice, 
to the Immigration and Naturalization 
Service, or to any of its officials may be 
used by clerks of courts to transmit mail 
relating to naturalization. 

A transmittal letter making these 
changes in the pages of the Domestic 
Mail Manual will be published and will 
be transmitted to subscribers 
automatically. These changes will be 
published in the Federal Register as 
provided in 39 CFR 111.3. 

(39 U.S.C. 401 (2J) 

W. Allen Sanders, 

Acting Deputy General Counsel. 

|FR Doc 79-28219 Filed 9-10-79: 8:45 am| 

BILLING CODE 7710-12-M 


39 CFR Parts 310 and 320 

Enforcement and Suspension of the 
Private Express Statutes 

agency: Postal Service. 

action: Final rule._ 

summary: This final rule amends the 
Private Express regulations as follows: 

(1) The definition of letter is amended to 
exclude: certain tangible objects not 
normally used as letters; liens, releases, 
and orders of quasi-judicial bodies; 
letters sent to or from storage, whether 
or not sent in bulk; tags, bumper stickers 
and other items intended to be attached 
to other objects; photographic materials, 
such as microfilm, sent for and returned 
from processing; “copy” sent to, and 
proofs or printed matter returned from, a 
printer, sound recordings, films, and 
packets of letters which are to be 
disseminated to the public; (2) minor 
changes are made in the definitions of 
“packet” and “person”; (3) the phrase 
“identical printed letters” is defined; (4) 
minor changes are made in the 
exceptions for cargo, letters of the 
carrier, and private hands without 
compensation, and the suspension for 
certain data processing materials; (5) 
new suspensions are established for 
letters carried by colleges or universities 


for their student and faculty 
organizations, and certain documents 
relating to, but not carried with, cargo 
shipped by ocean carriers. 

EFFECTIVE date: October 11.1979. 

FOR FURTHER INFORMATION CONTACT: 
Charles Hawley. (202) 245-4584. 
SUPPLEMENTARY INFORMATION: On 
December 28,1978, the Postal Service 
proposed a number of changes in its 
regulations which implement the Private 
Express Statutes (43 FR 60615). In the 
Federal Register of July 6.1979 (44 FR 
40899), the Postal Service announced, 
among other things, that it expected 
shortly to publish final rules on certain 
proposals in the December 28,1978, 
rulemaking that had drawn little public 
comment because they were perceived 
as easing the restrictions on private 
carriage or as making minor changes. In 
this document, we are adopting those 
rules. A listing and explanation of the 
adopted rules and a discussion of the 
comments on them, if any, appears 
below: 

Certain tangible objects not normally 
used as letters, § 310.1[a)(l): The Postal 
Service proposed to add a new second 
sentence to this section to make clear 
that not all tangible objects upon which 
messages appear, such as T-shirts, 
coffee mugs, tombstones, or automobile 
tires, constitute letters. 

One commenter supported and none 
objected to this proposal. 

Liens, releases, and orders of quasi - 
judicial bodies, § 310.1[a)[7)[iii): The 
Postal Service proposed to amend this 
section to list liens in general, releases, 
and orders of quasi-judicial bodies 
among the legal documents excluded 
from coverage of the Private Express 
Statutes. No comments were received on 
this proposal. 

Letters sent to or from storage . 
whether or not sent in bulk, 

§ 310.1{a)[7)(vii): The Postal Service 
proposed to amend this section to 
eliminate the requirement that packets 
of letters sent to or from storage or to 
destruction or as part of a business or 
household relocation must be sent in 
bulk to qualify for the exclusion. One 
commenter supported and none objected 
to the proposal. 

Tags, bumper stickers and other items 
intended to be attached to other objects, 
§ 310. l(a)(7)(viii): The Postal Service 
proposed to amend the regulations to 
provide a general rule for dealing with 
the matter of messages for attachment to 
or posting on other tangible objects. One 
commenter supported and none objected 
to the proposal. 

Photographic materials, such as 
microfilm, sent for and returned from 
processing. § 310.1(a)(7)(ix): One 


commenter said that the exclusion for 
these materials should apply when they 
are sent elsewhere than to the originator 
of the materials. This could result in 
applying the exclusion to processed 
materials which are bring sent because 
of their informational content, i.e., as 
letters. We have, therefore, not adopted 
this suggestion. 

‘’Copy” sent from a publisher to a 
printer, and proofs or printed matter 
returned from the printer to the office of 
the publisher, § 310.1(a)(7)(x): 
Commenters suggested that the 
exclusion should not be limited to those 
who publish books or magazines, as 
implied by the word “publisher” which 
we used in the proposal, but should 
include those who “publish” other 
things, e.g., menus, business forms, and 
advertising circulars. This comment has 
merit. The purpose of the proposal is to 
create an exclusion for printing “work- 
in-progress”. The transmittal of menus, 
business forms and advertising circulars 
for publication clearly falls within such 
an exclusion. 

One commenter suggested that the 
exclusion should cover materials sent to 
compositors as well as to printers. This 
suggestion also appears reasonable and 
has been incorporated into the final 
regulation. 

Despite comments to the contrary, we 
believe that the exclusion should not 
apply when proofs or printed matter are 
returned from the printer to locations 
other than the originating office of the 
publisher. The purpose of this restriction 
is to limit the exclusion to “work-in- 
progress” between the originating 
person or his office and the printer. In 
order to make it clear that the exclusion 
applies only for material sent between 
the originating person or his office and 
the printer, we are deleting the word 
“single” used in the proposal, since that 
word might be interpreted to imply that 
material could be originated in an office 
in one place and returned by the printer 
to an office in another place so long as it 
was a “single” office. That is not our 
intention. 

Sound recordings, films , and packets 
of letters, when all or the overwhelming 
bulk of the messages are to be 
disseminated to the public. 

§ 310.1 (a)(7)(xJ): This exclusion would 
cover packets of circulars sent for 
subsequent distribution, as well as 
recordings and films to be played in 
public areas, e.g., in stores, as 
“commercials”. The exclusion would not 
apply to shipments of letters which are 
intended, for example, for employees of 
the place to which they are sent or for 
persons “reasonably identifiable to the 
sender”. The quoted phrase was 
criticized on the grounds that it is not 
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sufficiently clear. We disagree. 
Moreover, we intend to interpret the 
phrase not to defeat the exclusion, but 
rather to prevent Us misapplication to 
situations not covered by it. 

Definitions of "packet", "person'*and 
identical printed letters", §§ 310.1 (b), 

(c), and (g): No comments were received 
concerning the revised definitions of 
‘’packet", and "person", and the new 
definition of “identical printed letters". 
They are being adopted as proposed. 

Modification of the exception for 
letters which accompany cargo . 

§ 310.3(a): The change will permit the 
private carriage of letters which 
ac company cargo not only when, as is 
now the case, they relate exclusively to 
the; cargo, but also when they relate "in 
al! substantial respects" to the cargo or 
its ordering, shipping, or delivering. It 
was suggested that there should be an 
exception for "written or printed matter 
enclosed with cargo or merchandise." 
The proposed exception would be so 
broad as to become the entire rule. It 
would sweep away the entire rationale 
for the letters accompanying cargo 
exception. We cannot adopt it. 

“Letters of the carrier ", § 310.3(b), and 
"privote’ hands without compensation ", 

§ 310.3(c): No comments were received 
on the proposed revisions of these 
phrases. They are being adopted as 
proposed 

Modification of the suspension for 
certain data processing materials, 

§ 320.2 :This modification would: (a) 

Treat keypunching as the 
commencement of data processing: (b) 
require that the materials be produced 
“rectirringly" rather than "on a regular 
periodic basis"; (c) specify that when 
materials are sent to a data processing 
center.ihey be sent exclusively for that 
purpose; (d) make the suspension 
applicable to the carriage of direct 
output from the data processing center 
back to the office of origination if data 
processing was commenced within 36 
hours of receipt at the center; (e) clarify 
that the suspension does not apply, even 
though the recipient performs data 
processing functions, when such 
processing is not done for or specified 
by the sender. In response to comments, 
the final rule utilizes the word 
“carriage" instead of "transmission" in 
order to avoid the implication that the 
regulation relates to electronic 
transmission. Also, the final rule 
specifies that clerical work preparatory 
and incidental to the entry of data will 
not void the suspension. Use of the data, 
however, for purposes which are not 
preparatory and incidental, but, for 
example, are for substantive decision 
making, will make the suspension 
inapplicable. The reason for this is that 


such use is inconsistent with the 
purpose of the suspension—facilitating 
the rapid commencement of data 
processing. 

Some parties commented that data 
processing materials should not be 
considered to be letters at all. Thi 9 
suggestion ignores the fact that 
materials sent to data processing 
centers contain information recorded in 
or on tangible objects. Accordingly, 
materials sent to the centers are letters 
as defined in § 310.1(a) of the Postal 
Service’s regulations. Similarly, the 
direct output of data processing consists 
of information recorded in or on tangible 
.objects, so they too are letters. The 
suspension for data processing materials 
is operative when specified time factors 
pertaining to the carriage and to the 
commencement of processing of such 
materials are present, but not otherwise. 
The suggestion that data processing 
materials are not letters at all is 
inconsistent with the definition of letter, 
the public interest does not require the 
exclusion of such materials from the 
definition. 

Another commenter suggested that 
"programs", the instructions which are 
entered into computers so as to direct 
the manner in which they process data, 
should not be treated as letters. 

Inasmuch a3 "programs" are separate 
from the information which is entered 
into computers for "processing", we 
believe the comment has merit and it 
has been incorporated in our final 
regulation in § 310.1(a)(7)(xii). This 
reverses a prior advisory opinion. 

Two minor clarifying changes were 
made in the suspension. One change 
makes it clear that only carriers—not 
shippers—are required to notify, the 
Private Express Liaison Officer before 
operating under the suspension. This 
change is reflected in § 320.2(d). In 
addition, containers of materials carried 
under the suspension must show the 
names and addresses of the sender and 
the addressee, as an aid to assuring that 
the operations under the suspension are 
conducted in accordance with the 
requirements of the suspension. This is 
reflected in §§ 320.2(e.) 

Suspension of the statutes for letters 
carried by universities and colleges for 
their student or faculty organizations. 
%320.4: One commenter suggested that 
the new suspension should apply to the 
use of internal mail systems for the 
delivery of letters of student and faculty 
organizations between campuses of a 
multi-campus university. We concur 
with this suggestion and it is reflected in 
the text of the regulation. 

We note also that a university or 
college’s "internal mail system", for 
purposes of this suspension, is one 


which operates under the Letters of the 
comer exception in § 310.3(b). 
Appropriate clarifying language has 
been added to the regulation. 

Letters related to cargo shipped 
internationally on ocean vessels. \320.5: 
The proposed suspension has been 
made applicable to shipments not only 
between the United States and foreign 
locations, but also to shipments between 
one of the 48 contiguous states and other 
states and possessions. We did not 
consider that the public interest required 
adoption of the suggestion that the 
suspension be made applicable to 
documents when they are shipped in 
connection with, but separate from, the 
cargo from the port into which the cargo 
is imported or to the port from which it 
will be exported. Also, we did not 
accept the suggestion that the 
suspension be made applicable to 
documents other than those which relate 
to the cargo. We believe that the 
suspension, as adopted, is responsive to 
basic problems which confront ocean 
carriers with respect to documents 
which would fall within the Cargo 
exception if they were shipped with the 
cargo. Other needs of this industry may 
be satisfied if the Postal Service adopts 
the recently published proposal for a 
suspension for "extremely urgent" 
letters. 44 FR 40076. 

Revocation or amendment of 
suspensions, § 320.6: This section is 
taken from and is a minor revision of 
existing § 320.2(d). No comments were 
received concerning it. 

In view of the considerations 
discussed above. 39 CFR is amended as 
follows: 

PART 310—ENFORCEMENT OF THE 
PRIVATE EXPRESS STATUTES 

1. In § 310.1, revise paragraphs (a)(1). 
(a)(7)(iii), (a)(7)(vii). and paragraphs (b) 
and (c). and add new paragraphs (a)(7)- 
(viii)(xii) and paragraph (g) to read as 
follows: 

$310.1 Definitions. 

(a) * • * 

(1) Tangible objects used for letters 
include, but are not limited to. paper 
(including paper in sheet or card form), 
recording disks, and magnetic tapes. 
Tangible objects used for letters do not 
include (i) objects the material or shape 
and design of which make them 
valuable or useful for purposes other 
than as media for long-distance 
communications, unless they are 
actually used as media for personal and 
business correspondence, and (ii) 
outsized, rigid objects not capable of 
enclosure in envelopes, sacks, boxes or 
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other containers commonly used to 
transmit letters or packets of letters. 

***** 

(7) • * * 

(iii) Abstracts of title, mortgages and 
other liens, deeds, leases, releases, 
articles of incorporation, papers filed in 
lawsuits or formal quasi-judicial 
proceedings, and orders of courts and of 
quasi-judicial bodies. 

• * * * • 

(vii) Letters sent to a records storage 
center exclusively for storage, letters 
sent exclusively for destruction, letters 
retrieved from a records storage center, 
and letters sent as part of a household 
or business relocation. 

(viii) Tags, labels, stickers, signs or 
posters the type-size, layout or physical 
characteristics of which indicate they 
are primarily intended to be attached to 
other objects for reading. 

(ix) Photographic material being sent 
by a person to a processor and 
processed photographic material being 
returned from the processor to the 
person sending the material for 
processing. 

(x) Copy sent from a person to an 
independent or company-owned printer 
or compositor, or between printers and 
compositors, and proofs or printed 
matter returned from the printer or 
compositor to the office of the person 
who initially sent the copy. 

(xi) Sound recordings, films, and 
packets of identical printed letters 
containing messages all or the 
overwhelming bulk of which are to be 
disseminated to the public. The "public" 
does not include individuals residing at 
the place of address; individuals 
employed by the organization doing 
business at the place of address 
(whether or not the actual place of 
employment is the place of address); 
individuals who are members of an 
organization, if an organization is 
located at the place of address; or other 
individuals who. individually or as 
members of a group, are reasonably 
identifiable to the sender. 

(xii) Computer programs recorded on 
media suitable for direct input. For the 
conditions under which the Private 
Express Statutes are suspended for data 
processing materials, see § 320.2. 

(b) "Packet" means two or more 
letters, identical or different, or two or 
more packets of letters, under one cover 
or otherwise bound together. As used in 
these regulations, unless the context 
otherwise requires, “letter" or "letters 
includes “packet" or "packets". 

(c) "Person" means an individual, 
corporation, association, partnership, 


governmental agency, or other 
organization or entity. 
***** 

(g) The term "identical printed letters" 
includes letters that differ only in name, 
address or serial number. 

2. In § 310.3, revise paragraphs (a), 
(b)(1) and (2), and (c) to read as follows: 

§ 310.3. Exceptions. 

(a) Cargo. The sending or carrying of 
letters is permissible if they accompany 
and relate in all substantial respects to 
some part of the cargo or to the ordering, 
shipping or delivering of the cargo. 

(b) Letters of the carrier. (1) The 
sending or carrying of letters is 
permissible if they are sent by or 
addressed to the person carrying them. 

If the individual actually carrying the 
letters is not the person sending the 
letters or to whom the letters are 
addressed, then such individual must be 
an officer or employee of such person 
(see § 310.3(b)(2)) and the letters must 
relate to the current business of such 
person. 

(2) The fact that the individual 
actually carrying the letters may be an 
officer or employee of the person 
sending the letters or to whom the 
letters are addressed for certain 
purposes does not necessarily mean that 
he is an officer or employee for purposes 
of this exception. The following factors 
bear on qualifications for the exception: 
the carrying employee is employed for a 
substantial time, if not fulltime (letters 
must not be privately carried by casual 
employees); the carrying employee 
carries no matter for other senders; the 
carrying employee is a regular salaried 
employee and shares in all privileges 
enjoyed by other regular employees 
(including employees not engaged 
primarily by the letter carrying 
function), including but not limited to 
salary, annual vacation time, absence 
allowed for illness, health benefits, 
workmen’s compensation insurance, and 
retirement benefits. 
***** 

(c) Private hands without 
compensation. The sending or carrying 
of letters without compensation is 
permitted. Compensation generally 
consists of a monetary payment for 
services rendered. Compensation may 
also consist, however, of non-monetary 
valuable consideration and of good will 
Thus, for example, when a business 
relationship exists or is sought between 
the carrier and its user, carriage by the 
carrier of the user’s letter will ordinarily 
not fall under this exception; or. when a 
person is engaged in the transportation 
of goods or persons for hire, his carrying 
of letters "free of charge" for customers 


whom he does charge for the carriage of 
goods or persons does not fall under this 
exception. 

3. Revise § 320.2 to read as follows: 

§ 320.2. Suspension for certain data 
processing materials. 

(a) The operation of 39 U.S.C. 601(a)(1) 
through (6) and § 310.2(b)(1) through (6) 
of this chapter is suspended on all post 
routes for data processing materials 
defined in paragraph (c) on the terms 
detailed in paragraph (b), subject to the 
operating requirements in § 320.3. 

(b) The suspension referred to in 
paragraph (a) of this section is for data 
processing materials conveyed (1) to a 
data processing center, if carriage is 
completed within 12 hours or by noon of 
the addressee’s next business day and if 
data processing work is commenced on 
such materials within 36 hours of their 
receipt at the center; or (2) back from the 
data processing center to the address of 
the office originating the incoming 
materials, if carriage is completed 
within 12 hours or by noon of the 
addressee’s next business day, and if 
data processing work was commenced 
on the incoming materials within 36 
hours of their receipt at the center. 

For purposes of the time limitations 
for completion of delivery referred to in 
the preceding sentence, delivery of 
shipments between a domestic point 
and a foreign point shall be deemed to 
begin at the time materials of foreign 
origin are received at the international 
gateway city or end at the time 
materials of domestic origin leave the 
international gateway city. This 
suspension does not apply to carriages 
from or to originating offices that are 
neither part of the firm owning the data 
processing center nor data processing 
customers of the firm owning the data 
processing center. 

(c) For purposes of this suspension, (1) 
"addressee’s next business day" means 
the first calendar day, stated in his local 
time, on which he conducts business, 
following the calendar day of dispatch, 
stated in the sender’s local time; (2) 
"data processing" means electro¬ 
mechanical or electronic processing and 
includes the recording of data by 
electro-mechanical or electronic means 
for further processing; and (3) "data 
processing materials" means materials 
of all types that are sent exclusively for 
data processing and are ready for 
immediate data processing, but only if 
they are produced recurringly in the 
course of the normal business 
operations of the office originating them 
or receiving them back from the 
processing center. The performance of 
clerical work which is merely 
preparatory and incidental to the 
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commencement of data processing is 
not. for purposes of this suspension, 
inconsistent with the requirement that 
the materials be sent exclusively for 
data processing and be ready for 
immediate data processing. 

§320.3 (Amended 1 

4. In § 320.3. strike out the first word 
of paragraphs (a) and (b) and insert 
“Carriers” in lieu thereof; and revise the 
heading to read as follows: 

§ 320.3 Operations under suspension for 
certain data processing materials. 

5. Add new §§ 320.4. 320.5. and 320.6 
reading as follows: 

§ 320.4 Suspension for certain letters of 
college and university organizations. 

The operation of 39 U.S.C. 601(a) (1) 
through (6) and § 310.2(b) (1) through (6) 
of this chapter is suspended on all post 
routes to permit colleges and 
universities to carry in their internal 
mail systems the letters of their bona 
fide student or faculty organizations to 
campus destinations. This suspension 
does not cover the letters of faculty 
members, students, or organizations 
other than bona fide student or faculty 
organizations of the carrying college or 
university. Colleges and universities 
choosing to provide their student or 
faculty organizations access to their 
internal mail systems are responsible for 
assuring that only letters of bona fide 
student or faculty organizations 
addressed to campus destinations are 
carried. (See § 310.4.) 

For purposes of this suspension, 
internal mail systems” are those which 
carry letters on. between, and among 
the various campuses of a single college 
or university and which operate in 
accordance with the Letters of the 
carrier exception in 39 CFR 310.3(b). 

§ 320.5 Suspension for certain 
international-ocean carrier-related 
documents. 

The operation of 39 U.S.C. 601(a) (1) 
through (6) and § 310.2(b) (1) through (6) 
of this chapter is suspended on all post 
routes for documents, sent by a shipper 
or an ocean carrier from a foreign origin 
to a United States ocean-carrier port 
city destination or from a United States 
ocean-carrier port city origin to a foreign 
destination, that would be excepted 
under § 310.3(a) if the documents 
accompanied the cargo. This suspension 
covers only shipments to or from ports 
where the cargo to which the documents 
relate is actually loaded on, or unloaded 
from, an ocean vessel. For purposes of 
this suspension “foreign origins” or 
"foreign destinations” means origins or 
destinations outside the contiguous 46 
states. 


§ 320.6 Revocation or amendment of 
suspensions. 

These suspensions may be revoked or 
amended in accordance with § 310.7. No 
revocation of the suspension provided in 
§ 320.2 will curtail operations of 
particular carriers existing at the time of 
the revocation to a level of operations 
(in dollar or volume terms, whichever is 
larger) lower than that antedating the 
revocation in a particular market served 
prior to the revocation. Should the 
suspension referred to in § 320.2 be 
revoked, carriers, as a condition to 
continuing operations under this section, 
will be required to provide reasonably 
complete and accurate data to support 
estimates of past operating levels in 
particular markets. 

(39 U.S.C. 401. 404. 601-606: 18 U.S.C. 1693- 
1699. 1724) 

W. Allen Sanders, 

Acting Deputy General Counsel. 

|FR U«k: -‘*-28135 Filed S-1Q-79. d45 am| 

BILLING CODE 7710-12-M 


DEPARTMENT OF THE INTERIOR 
Bureau of Land Management 

43 CFR Public Land Order 5681 
IC-18304| 

Colorado; Partial Revocation of 
Reclamation Project Withdrawal 

agency: Bureau of Land Management. 
Interior. 

action: Final rule. 

summary: This order will restore 
approximately 2.118 acres to operation 
of the public land laws generally, 
including the mining laws. 
effective date: October 5,1979. 
for further information contact: 
Evelyn Tauber, 202-343-6486. 

By virtue of the authority contained in 
section 204 of the Federal Land Policy 
and Management Act of 1976, 90 Stat. 
2751. 43 U.S.C. 1714. it is ordered as 
follows: 

1. The Secretarial Order of June 3, 
1946, which withdrew lands for the 
Cunnison-Arkansas Project, is hereby 
revoked so far as it affects the following 
described lands: 

Sixth Principal Meridian 

T. 24 S.. R. 66 W. 

Sec. 22. SWttNWtt and EVaNWVi. 

T. 25 S.. R.65 W. 

Sec. 10. E£NEy4 and SWKNEtt; 

Sec. 11. NWV 4 NWV 4 ; 

Sec. 19, Lot 1; 

Sec. 28. S‘/2SEY4; 

Sec. 29. WVfeNWV*. SEY 4 NWY 4 . NV 2 SW/ 4 . 
SW'ASW^ and NWV 4 SEV 4 ; 


Sec. 30, SE'A; 

Sec. 31.NEV4. 

T. 27 S.. R. 65 W. 

Sec. 1. Lot 1. SE V 4 NE and NVfeSEtt; 

Sec. 2, S , / 2 SW , /«. 

T. 25 S., R. 64 W. 

Sec. 21, NVfeNE*/*. SW'ANEV*. SEV'iNW'A 
and EVbSW'A. 

Sec. 28. WV2NEV4. E*-iWVi; W'/feSEft. 
SEV 4 SEV 4 ; 

Sec. 32. SVfeSE'A: 

Sec. 33. EVs'NW * 1 *, SW Y4SW V* and 
E‘/2SW>/4. 

The area described aggregates 2.118 
acres in Huerfano County and Pueblo 
County. The lands are located primarily 
along the slopes of river drainages in the 
plains country of eastern Colorado. 
Vegetative cover is native grasses, 
weeds, and some pinyon pine and 
juniper trees. 

2. At 10 a.m. on October 5.1979 the 
public lands shall be open to operation 
of the public land laws generally, 
subject to valid existing rights, the 
provisions of existing withdrawals, and 
requirements of applicable law. All 
valid applications received at or prior to 
10 a.m. on October 5. 1979. shall be 
considered as simultaneously Filed at 
that time. Those received thereafter 
shall be considered in the order of filing. 

3. The lands wilj be open to location 
under the United States mining laws at 
10 a.m. on October 5. 1979. They have 
been open to applications and offers 
under the mineral leasing laws. 

Inquiries concerning the lands should 
be addressed to the Bureau of Land 
Management, Colorado State Office, 
Colorado State Bank Building. 1600 
Broadway. Denver. Colorado 80202. 

Guy R. Martin. 

Assistant Secretary of the Interior 
August 30. 1979. 

|FR Doc. ra- 2 Hi 38 piled a 45 4m| 

BILLING CODE 4310-84-M 


FEDERAL EMERGENCY 
MANAGEMENT AGENCY 

44 CFR Part 65 

I Docket No. FEMA 56931 

List of Withdrawal of Flood Insurance 
Maps Under the National Flood 
Insurance Program 

agency: Federal Insurance 
Administration. FEMA. 
action: Final rule. 

summary: This rule lists communities 
where Flood Insurance Rate Maps or 
Flood Hazard Boundary Maps published 
by the Office of Federal Insurance and 
Hazard Mitigation have been 
temporarily withdrawn for 
administrative or technical reason. 
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During that period that the map is 
withdrawn, the insurance purchase 
requirement of the National Flood 
Insurance Program is suspended. 
effective dates: The date listed in the 
fifth column of the table. 

FOR FURTHER INFORMATION CONTACT: 

Mr. Richard Krimm, Office of Flood 
Insurance, (202) 755-5581 or Toll Free 
Line 800-424-8872, Room 5270. 451 
Seventh Street, SW., Washington, DC 
20410. 

SUPPLEMENTARY INFORMATION: The list 
includes the date that each map was 
withdrawn, and the effective date of its 
republication, if it has been republished. 
If a flood prone location is now being 
identified on another map, the 
community name for the effective map is 
shown. 

The Flood Disaster Protection Act of 
1973 (Pub. L. 93-234), as amended, 
requires, at Section 102, the purchase of 
flood insurance as a condition of 
Federal financial assistance if such 
assistance is: 

(1) for acquisition and construction of 
buildings, and 

(2) for buildings located in a special 
flood hazard area identified by the 
Director of Federal Emergency 
Management Agency. 

One year after the identification of the 
community as flood prone, the 
requirement applies to all identified 
special flood hazard areas within the 
United States, so that, after that date, no 
such financial assistance can legally be 
provided for acquisition and 
construction of buildings in these areas 
unless the community has entered the 
program. The denial of such financial 
assistance has no application outside of 
the identified special flood hazard areas 
of such flood-prone communities. 

Prior to July 1,1975, the statutory 
requirement for the purchase of flood 
insurance did not apply until and unless 
the community entered the program and 
the special flood hazard areas were 
identified by the issuance of a flood 
insurance map. However, after July 1, 
1975, or one year after identification, 
whichever is later, the requirement 
applies to all communities in the United 
States that are identified as having 
special flood hazard areas within their 
community boundaries, so that, no such 
financial assistance can legally be 
provided for buildings in these areas 
unless the community has entered the 
program. 

The insurance purchase requirement 
with respect to a particular community 
may be altered by the issuance or 
withdrawal of the Office of Federal 
Insurance and Hazard Mitigation’s 
(FEMA) official Flood Insurance Rate 


Map (FIRM) or the Flood Hazard 
Boundary Map (FHBM). A FHBM is 
usually designated by the letter “E” 
following the community number and a 
FIRM by the letter *‘R” following the 
community number. If the FIA 
withdraws a FHBM for any reason the 
insurance purchase requirement is 
suspended during the period of 
withdrawal. However, if the community 
is in the Regular Program and only the 
FIRM is withdrawn but a FHBM remains 
in effect, then flood insurance is still 
required for properties located in the 
identified special flood hazard areas 
shown on the FHBM, but the maximum 
amount of insurance available for new 
applications or renewaHs first layer 
coverage under the Emergency Program, 
since the community’s Regular Program 
status is suspended while the map is 
withdrawn. (For definitions see 44 CFR 
Part 59 et seq.). 

As the purpose of this revision is the 
convenience of the public, notice and 
public procedure are unnecessary, and 
cause exists to make this amendment 
effective upon publication. Accordingly, 
Subchapter B of Chapter X of Title 24 of 
the Code of Federal Regulations is 
amended as follows: 

1. Present § 65.6 is revised to read as 
follows: 

§ 65.6 Administrative withdrawal of maps. 

(a) Flood Hazard Boundary Maps 
(FHBM's). 


The following is a cumulative list of 
withdrawals pursuant to this Part: 

40 FR 5149 
40 FR 17015 
40 FR 20798 
40 FR 46102 
40 FR 53579 

40 FR 56672 

41 FR 1478 
41 FR 50990 
41 FR 13352 

41 FR 17726 

42 FR 8895 
42 FR 29433 
42 FR 46226 

42 FR 64076 

43 FR 24019 

44 FR 815 
44 FR 6383 
44 FR 18485 
44 FR 25638 
44 FR 34120 
44 FR 52835 

(b) Flood Insurance Rate Maps 
(FIRMs) 

The following is a cumulative list of 
withdrawals pursuant to this Part: 

40 FR 17015 

41 FR 1478 

42 FR 49811 

42 FR 64076 

43 FR 24019 

44 FR 25636 
44 FR 52835 

2. The following additional entries 
(which will not appear in the Code of 
Federal Regulations) are made Pursuant 
to § 65.6: 


State, community name, and number 

County 

Hazard ID 
data 

Rescission 

date 

Reason 


. McDuffie. 

4-4-75 

8-6-79 

1 

r.AA>mi KV/ TK1 130436 . 


6-27-75 

8-8-79 

1 

Inwn ritw 100796 . 


3-19-78 

8-8-79 

1 

Indiana Wachiruitnn ntv 180037C... 

. Daviess....— 

3-19-76 

8-8-79 

1A 


. Stafford 

8-6-76 

8-8-79 

1 

Oh*n Mr Donald uilfanft 3QT>53flA C . 


4-9-76 

8-8-79 

1A 

California. Half Moon Bay city 060319C. 

. San Mateo 

10-22-76 

8-8-79 

1A 

Michigan, Bark River, township, 260385 

_ Delta .. 

11-19-76 

8-25-79 

1 

Michigan, Escanaba. township. 260387 —--—— 

Michigan, Gourtey. township, 260455 .... 

_ Delta.—_ 

3-25-77 

8-25-79 

1 

_..... Menominee.... 

10-8-76 

8-25-79 

1 


.. Menominee 

2-24-78 

8-25-79 

1 


. Schoolcraft 

2-24-78 

8-25-79 

1 


. Alger..__ 

11-26-76 

8-25-79 

1 

Mu-hman Uirhinumnwi Inwnshn 260451 

. Marquette.. 

4-28-78 

8-25-79 

1 


. Menominee.... 

6-24-77 

8-25-79 

1 

Mtrhman Mplten town^hiD 260692 . . .... 

. Menominee.... 

4-28-78 

8-25-79 

1 

Michigan, Nadeau, township. 260459 ...... 

.. Menominee.... 

3-25-77 

8-25-79 

1 


. Alger__ 

1-14-77 

8-25-79 

1 

Michigan, Powell, township, 26CM52. ...... 

.. Marquette ...m. 

2-24-78 

8-25-79 

1 

Michigan Rock River township 260346 . lltm 

.. Alger.. 

10-22-76 

8-25-79 

1 

Michigan Spaulding towmihip 260461 .. 


3-11-77 

6-25-79 

1 

Michigan Thompson township 260519 .. 


12-3-76 

8-25-79 

1 





^ - *- 


Key to Symbols 

E—The community is participating in the Emergency Program It will remain in the Emergency Program wlhout a FHBM 
C—The community is participating «n the Emergency Program It will be converted to the Regular Program without an FiA 

map 

R—The community is participating in the Regular Program. 

1 The Community appealed its flood-prone designation and FIA determined the Community would not be inundated by a 
flood having a one-percent chance of occurrence m any given year 

1A. FIA determined the Community would not be inundated by a flood having a one-percent chance of occurrence in any 
given year. 

2 The Flood Hazard Boundary Map (FHBM) contained pnnting errors or was improperly distributed A new FHBM will ce 
prepared and distributed. 

3. The Community tacked land use authority over the special flood hazard area. 

4 A more accurate FIA map is the effective map for this community. 

5. The FHBM does not accurately reflect the Community’s special flood hazard areas fi.e.. sheet flow flooding, extremely 
inaccurate map. etc.). A new FHBM w»H be prepared and distributed 

6. The Flood Insurance Rate Map was rescinded because ot inaccurate flood elevations contained on the map 
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7 The Flood Insurance Rate Map was rescinded in order to re-evaluate the mudslide hazard m ttvs Community 

8 The T&E or H&E Map was rescinded 

9 A revision of the FHBM within a reasonable penod of time was not posssible A new FH8M will be prepared and distribut¬ 
ed 

(National Flood Insurance Act of 1968 (title XIII of the Housing and Urban Development Act 
of 1968); effective Jan. 28, 1969 (33 FR 17804. Nov. 28. 1968). as amended. 42 U.S.C. 4001-4128; 
Executive Order 12127, 44 FR 19367; and delegation of authority to Federal Insurance Admin¬ 
istrator, 44 FR 20963.) 

Issued; August 28,1979. 

Gloria M. Jimenez, 

Federal Insurance Administrator. 


|KR Dot: 79-28043 Filed 9-10-79; 8:45 am| 

BILLING CODE 4210-23-M 


DEPARTMENT of commerce 
M aritime Administration 
46 CFR Part 293 

Inventories of Vessels Covered by 
Operating-Differential Subsidy 
Agreements; Revocation 

agency: Maritime Administration. 
action: Revocation of Part (Final Rule). 

summary: The Maritime Administration 
has determined that the regulation in 
this part no longer serves a useful 
purpose and is hereby revoking this 
part. Revocation of this part will remove 
an economic burden now being imposed 
on U.S. operators of vessels under 
ODSA by eliminating accounting and 
reporting requirements which are not 
necessary to administer a major Agency 
program. It will also reduce the 
Agency’s administrative burden. 
EFFECTIVE date: September 11,1979. 

FOR FURTHER INFORMATION CONTACT: 
Ernest J. Bruemmer. (202) 377-2562. 
SUPPLEMENTARY INFORMATION: By 
provision of the Merchant Marine Act of 
(970 (Pub. L. 91-469), reserve fund and 
recapture provisions have been deleted 
from operating-differential subsidy 
agreements (ODSA). Consequently, 
inventories of vessels under ODSA are 
no longer required for reserve fund or 
recapture determination reasons, 
effectively nullifying part of the 
justification for 46 CFR Part 293. Also, 
the regulation defines several expense 
categories of vessel stores, supplies, and 
equipment which no longer qualify for 
subsidy under all ODSA. In addition, the 
initial on-subjidy inventory requirement 
is being waived (pursuant to § 293.8) as 
a matter of Agency practice, and the 
value of the ending inventory is included 
in the vessel sale or trade-in price 
through negotiation. Furthermore, the 
recording and reporting by operators of 
subsidizable spare parts expenses (the 
only category still receiving subsidy 


under some ODSA). required by 46 CFR 
Part 272. provide the Maritime 
Administration with adequate 
opportunity to monitor and audit these 
expenses throughout the life of an 
ODSA. For these reasons, 46 CFR Part 
293 is revoked. 

The Maritime Administration has 
determined that this is not a significant 
action that requires publication in 
proposed form with an opportunity for 
public comment, pursuant to criteria in 
Executive Order 12044 (43 FR 12661), 
Department of Commerce 
Administrative Order 218-7 and 
Maritime Administration procedures (44 
FR 2082). 

Dated; September 4.1979. 

Robert J. Patton. fr„ 

Acting Secretary. Maritime Administration 

|FR Doc. 79-28272 Filed 9-10-79. 8:4S im| 

BILLING CODE 3510-1S-M 


MARINE MAMMAL COMMISSION 

50 CFR Part 530 

Procedures Supplementing the 
National Environmental Policy Act 
Regulations 

agency: Marine Mammal Commission. 
action: Final Rule. 

summary: On July 31,1979, the Marine 
Mammal Commission published, at 44 
FR 44916-44917, proposed procedures to 
supplement the National Environmental 
Policy Act (NEPA) regulations 
promulgated by the Council on 
Environmental Quality and thereby 
implement the provisions of the NEPA 
as they apply to the functions and 
responsibilities of the Commission. An 
error in the text of that notice indicating 
that written comments may be 
submitted on or before July 31,1979 was 
corrected by notice published on August 
3.1979 at 44 FR 45654 indicating that 
comments may be submitted on or 
before August 30,1979. No comments 
were received and the procedures have 
therefore been adopted without change. 
effective oate: September 11.1979. 


FOR FURTHER INFORMATION CONTACT: 

Robert Eisenbud, General Counsel, 
Marine Mammal Commission. Room 
307.1625 I Street. N.W., Washington. 
D.C. 20006. telephone (202) 653-6237. 

Accordingly. Chapter V. Marine 
Mammal Commission, of 50 CFR is 
amended by adding a new Part 530 as 
follows: 

PART 530—COMPLIANCE WITH THE 
NATIONAL ENVIRONMENTAL POLICY 
ACT 

Sec 

530.1 Purpose. 

530.2 Ensuring that environmental 
documents are actually considered in 
agency decision-making. 

530.3 Typical classes of action. 

530.4 Environmental information. 

Authority: National Environmental Policy 

Act. P.L 91-190: 42 IJ.S.C. 4321 et seq. 

§530.1 Purpose. 

The purpose of this Part is to establish 
procedures which supplement the 
National Environmental Policy Act 
(NEPA) regulations and provide for the 
implementation of those provisions 
identified in § 1507.3(b) of the 
regulations which are applicable to the 
activities of the Commission in light of 
its statutory functions and 
responsibilities. 

§ 530.2 Ensuring that environmental 
documents are actually considered in 
agency decision-making. 

Section 1505.1 of the NEPA 
regulations contains requirements to 
ensure adequate consideration of 
environmental documents in agency 
decision-making. To implement these 
requirements. Commission officials 
shall: (a) consider all relevant 
environmental documents in evaluating 
proposals for agency actions: (b) ensure 
that all relevant environmental 
documents, comments, and responses 
accompany the proposal through 
existing agency review processes: (c) 
consider only those alternatives 
encompassed by the range of 
alternatives discussed in the relevant 
environmental documents when 
evaluating any proposal for action by 
the Commission which is likely to 
significantly affect the quality of the 
human environment: and (d) where an 
environmental impact statement (E1S) 
has been prepared, consider the specific 
alternatives.analyzed in the EIS when 
evaluating the proposal which is the 
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subject of the EIS. All Commission 
officials directly involved in developing, 
evaluating, and/or reaching decisions on 
proposed actions shall consider relevant 
environmental documents and comply 
with the applicable provisions of the 
NEPA process. 

§ 530.3 Typical classes of action. 

Section 1507.3(b)(2), in conjunction 
with Sec. 1508.4, requires agencies to 
identify typical classes of action that 
warrant similar treatment under NEPA 
with respect to the preparation of EIS's 
or environmental assessments. As a 
general matter, the Commission's 
activities do not include actions for 
which EIS’s or environmental 
assessments are required. Its activities 
involve: (a) consultation with and 
recommendations to other Federal 
agencies for actions relating to marine 
mammal protection and conservation for 
which an EIS or environmental 
assessment is either not required by the 
NEPA regulations or for which an EIS or 
environmental assessment is prepared 
by another Federal agency; and (b) 
research contracts relating to policy 
issues, biological-ecological data needed 
to make sound management decisions, 
and better methods for collecting and 
analyzing data. These activities are not, 
by themselves, major Federal actions 
significantly affecting the quality of the 
human environment and the 
Commission’s activities are therefore 
categorically excluded from the 
requirement to prepare an EIS or 
environmental assessment except for 
proposals for legislation which are 
initiated by the Commission, for which 
the Commission shall develop 
environmental assessments or EIS’s, as 
appropriate, in accordance with the 
NEPA regulations. The Commission 
shall independently determine whether 
an EIS or an environmental assessment 
is required where: (1) a proposal for 
agency action is not covered by one of 
the typical classes of action above; or 
(2) for actions which are covered, the 
presence of extraordinary circumstances 
indicates that some other level of 
environmental review may be 
appropriate. 

§ 530.4 Environmental information. 

Interested persons may contact the 
Office of the General Counsel for 
information regarding the Commission’s 
compliance with NEPA. 

Dated: September 4.1979. 

John R. Twiss, Jr., 

Executive Director. 

|FR Doc. 79“28273 Filed 9-10-79: 8 45 am| 

BILLING CODE 6820-31-M 


DEPARTMENT OF AGRICULTURE 
Federal Grain Inspection Service 
7 CFR Part 26 

Fees for Original Online Grain 
Inspection Services and Mileage Costs 

agency: Federal Grain Inspection 
Service (FGIS), USDA. 
action: Final rule 

summary: This rule establishes an 
hourly method and rescinds the unit-of- 
grain method for the assessment of fees 
for original online grain inspection 
services provided by FGIS in the United 
States. The rule expands the definition 
for online inspection services to include 
all services which are based on official 
samples obtained during the loading or 
unloading of grain. The rule establishes 
fees for online services performed under 
contract and rescinds the 2-consecutive- 
hour grace period for the assessment of 
fees for standby services. The rule will 
reduce the fees for certain original non¬ 
online inspection services and help 
standardize the fee schedules for 
inspection and weighing services 
provided by FGIS. Mileage costs will 
continue to be included as part of the 
FGIS inspection fee on a nationwide 
apportionment basis. 

EFFECTIVE DATE: December 2,1979. 

FOR FURTHER INFORMATION CONTACT: 
John W. Marshall, Director, Inspection 
Division, Federal Grain Inspection 
Service, U.S. Department of Agriculture, 
1400 Independence Avenue. SW.. Room 
0624-S, Washington. D.C 20250. (202) 
447-8497. 

SUPPLEMENTARY information: Section 
7(j) of the United States Grain Standards 
Act, as amended (7 U.S.C. 79(j)), 
hereinafter cited as the Act, authorizes 
the Administrator of the FGIS to 
prescribe, charge, and collect 
reasonable fees to cover the estimated 
costs of inspection services provided by 
the Federal Grain Inspection Service 
(FGIS). The Act provides that the fees 
shall, as nearly as practicable, cover the 
costs incident to the performance of the 
services, excluding administrative and 
supervisory costs. 

On January 9.1978. pursuant to 
section 7(j) of the Act, FGIS prescribed a 
unit-of-grain method (per 1,000 bushels) 
for the assessment of fees for original 
online grain inspection services. 
Comments received later from users of 
the online inspection services suggested 
that an hourly method would be a more 
equitable way of assessing fees for the 
services. In response to the comments, 
FGIS published on May 31.1979, a 


Notice in the Federal Register (44 FR 
31243) requesting comments on two 
alternate methods of assessing fees for 
original online inspection services—the 
hourly method and the unit-of-grain 
method. The Notice also requested 
comments on two alternate methods of 
assessing fees for FGIS mileage costs—a 
standard-rate-per-mile method and an 
apportionment method. 

Ten comments were received in 
response to the Notice. Nine 
commentors favored the hourly method 
of assessing online inspection fees. Five 
of the nine commentors recommended 
that both methods be adopted and that 
the users of the service have the option 
of specifying the method of their choice. 
One commentor suggested only that the 
fees be as reasonable as possible. 

Although the comments on adopting 
both methods were not within the scope 
of the Notice, consideration has been 
given to the comments. A fee system 
that would provide both an hourly 
method and a unit-of-grain method 
would require the establishment of unit 
fees on a location-by-location basis, 
would result in a complex fee schedule 
that would not be compatible with the 
fee schedule for FGIS weighing services, 
and would substantially increase the 
recordkeeping and billing 
responsibilities of FGIS. The added 
responsibilities would increase FGIS 
operating costs that would be reflected 
in the fees assessed by FGIS. 

Original Online Inspection Service Fees 

On the basis of the comments 
received and other available 
information, it is concluded that the 
hourly method of assessing fees as 
herein adopted, establishes fees as 
nearly as practicable to cover estimated 
costs of FGIS incident to the 
performance of inspection services and 
more adequately meets the general 
needs of the users of the online 
inspection services. 

In adopting the hourly method, fees 
are prescribed for contract and 
noncontract services, and for regular 
workday and nonregular workday 
services. The hourly fees for non-online 
original inspection services have been 
adjusted to conform with the hourly fees 
for noncontract online inspection 
services. These adjustments will result 
in a 20 percent decrease in the hourly 
fees for noncontract original inspection 
services performed during a regular 
workday and a 5 percent decrease for 
such services performed during a 
nonregular workday. The term “regular 
workday” continues to mean the hours 
of 6 a.m. to 8 p.m., local time, any 
Monday, Tuesday, Wednesday, 
Thursday, or Friday that is not a 
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holiday; the term “nonregular workday*' 
continues to mean any holiday and any 
other time that is not included in a 
regular workday. “Contract service*' 
means an inspection or weighing service 
performed pursuant to a contract 
between the user of the service and 
FGIS. 

In adopting the hourly method of 
assessing fees for original online 
inspection services, FGIS is rescinding 
the 2-consecutive-hour grace period for 
the assessment of fees for standby 
services. The grace period was 
established in the July 2,1979, issue of 
the Federal Register (44 FR 30439) on the 
basis of the revenue that was being 
generated under the unit-of-grain 
method of assessing fees. Under the 
hourly method, the justification for the 
grace period no longer exists and its 
deletion will help standardize the fees 
for inspection and weighing services 
>rovided by FGIS. 

Definition for Online Inspection Service 

In the May 31,1979, Notice, the term 
'online inspection service” was defined 
is an inspection service performed 
luring the loading or unloading of grain 
vhen the sample for inspection is 
ibtained with an approved diverter-type 
nechanical sampler. On the basis of the 
:omments received and other 
nformation, FGIS has concluded that 
he definition is too restrictive. The 
lefmition has been expanded to include 
11 inspection services which are based 
in official samples obtained by an 
pproved method from a flowing stream 
if grain during the loading or unloading 
if grain. 

CIS Mileage Costs 

Only three commentors expressed an 
pinion regarding the assessment of 
CIS mileage costs. Two commentors 
referred the standard-rate-per-mile 
lethod and one commentor favored the 
pportionment method. After 
onsidering the comments and other 
vailable information. FGIS has 
oncluded that there is not sufficient 
asis at this time to justify a change 
rom the present apportionment method. 
Accordingly, FGIS mileage costs will 
icntinue to be included as part of the 
CHS inspection fee on a nationwide 
pportionment basis. 

ee Sc hedule 

The prescribed fees are based on 
stimated income and expenses for 
seal year 1980. including an estimated 
0 percent salary increase for FGIS 
mptoyees in October 1979. The fees are 
Kpected to generate income adequate 
>r fiscal year 1980 operating costs plus 
maintaining a nominal operating 


reserve. The fees remain unchanged for 
reinspection, appeal inspection, and 
weighing services performed by FGIS in 
the United States and for original 
inspection, reinspection, appeal 
inspection, and weighing services 
performed by FGIS in Canada. 

The costs to FGIS of providing the 
services for which fees are prescribed 
are matters known only to FGIS, and the 
collection of fees for such costs is 
prescribed by law. Therefore, it is found 
upon good cause that publication of a 
notice of proposed rulemaking and other 
public procedures on the provisions of 
§ 26.71 and § 26.72 of the regulations as 
set forth in this document are 
impractical and unnecessary, and good 
cause is found for making these changes 
effective December 2.1979. 

This final rule has been reviewed 
under the USDA criteria established to 
implement Executive Order 12044, 
“Improving Government Regulations.” A 


determination has been made that this 
action should not be classified 
“significant” under those criteria. An 
impact statement may be obtained by 
writing to: John W. Marshall. Director, 
Inspection Division. Federal Grain 
Inspection Service. U.S. Department of 
Agriculture, 1400 Independence Avenue. 
SW.. Room 0624-S, Washington. D.C. 
20250 (202) 447-8497. 

Accordingly, pursuant to section 7fj) 

(7 U.S.C. 79(j)J of the Act. § 26.71(a) and 
§ 26.72(b)(1) of the regulations (7 CFR 
26.71(a) and 26.72(b)(l]J under the Act 
are hereby amended or restated to read 
as follows: 

§ 26.71 Fees for official services 
performed by the Service. 

(a) General. The fees shown in 
schedules A and B apply to official grain 
inspection and weighing services 
performed by the Service in the United 
States and Canada. 


Schedule A .—Fees for official inspection and weighing services performed by the Service in the United 

States ' 

Table 1 


Inspection services (bulk or sacked gram) 


Remspec- 

Original tion or 

inspection appeal 

inspection 
service ** 


(1) Official sample-lot Inspection service (white certificate)- 
(0 For official grade and official factor determinations; 

(A) Online inspection services (per man-hour per Service representative): 1 
( 1 ) Contract service: 

(a) Regular workday___ 

(b) Nonregular workday_____ 

US Noncontract service 

(a) Regular workday_____ _ .. _____ 

(b) Nonregular workday . ... ... 

(B) Other than online inspection services: 


(f) Truck or trailer (per truck or trailer or part truck or part trailer)... 

(2) Boxcar (per car or part car)—_____ 

Hopper car (per car or part car). 


(4) Barge (por 1.000 bushels or fraction thereof) _ 

(5) Ship, bin and ail other lots of grain (per 1.000 bushels or fraction thereof) (but 
see 2 betowf ^H 


(C) Based on official file sample (any lot or part lot)... 
GO Por official lactor or official catena determinations. 


(A) Based on a sample used for official grade and offic^ factor determinations not obtained 
during loading or unloading: 

(0 Factor determination (per factor)____ 

Protein lest (per sample).... 

(8i Based on new sample (any tot or pan tot).. 


C2) Special inspection services (sampling. stowage examination, testing of inspection equipment, 
demonstrating official Inspection functions, furnishing standard Htuatrations. and related services) 
(per man-hour per Service representative). • 

) Regular workday... 


<*> Nonregular workday . 


(3) Warehouseman’s sample-tot inspection service (yellow certificate) or submittod sample 
inspection service (pmk certificate) 

(I) For official grade and official factor determinations (per sample)____ 

W For official factor or official catena determinations 

(A) Factor determtnaflons (per factor)____ _ 

(B) Protest test (per sample)... 


(4] I Minimum fee per service request (applicable when the request for service is cancelled after the 
Seance representative^) arrive at the point ol sennee-fee does not include standby): 

fi) Grain in trucks, trailers, boxcars, or hopper cars........ 

of gram and special services (per Service representative) 

(A) Regular workday___ 

(B) Nonregular workday. 

(5) Standby (per man-hour per Service representative): • 

Regular workday... 


(it) Nonregular workday . 


(6) Extra copies of certificates (per copy) . 


Note.—T he footnotes for table 1 are shown at the and of table 2 


$11.20 

C) 

14.40 

C) 

12 00 

C) 

16.00 

n 

650 

$1600 

10.00 

19.60 

1350 

23.00 

250 

3.50 

n 

350 


1350 

4.20 

545 

3.35 

4.35 

o . 

O 

1200 

21.80 

1600 

2180 

5.50 

13 50 

420 

545 

3.33 

4.35 

n 

(?) 

25 60 

43 60 

3200 

43.60 

1200 

21.00 

1600 

21 80 

250 

250 
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Table 2 


Official weighing services 


Weighing services (bulk or sacked grain) 


(1) Official weighing or supervision of weighing services (per 

man-hour per Service representatives)..—. 

(2) Special weighing services, (stowage examination, testing 

of weighing equipment, checkweighing sacked grain, 
checkioading sacked grain, demonstrating official weighing 
functions, and related services) (per man-hour per Service 
representative) ■------- 

(3) Minimum fee per service request (applicable only when 

request is cancelled after Service representative amves at 
point of service—fee does not Include standby) (per Serv¬ 
ice representative)------.- 

(4) Standby (per man-hour per Service representative) •.. 

(5) Carrier condition and/or scale record report (not available 

as a single service)-----—. 

(6) Extra copies of certificates (per copy) —— -- - 


Specified inspection point 

Noninspection pomt 

Contract service 

Noncontract service 

Contract service 

Regular 

workday 

Non- 

regular 

workday 

Regular 

workday 

Non¬ 

regular 

workday 

Regular 

workday 

Non¬ 

regular 

workday 

$11.20 

$14.40 

$12.60 

$16.00 

$11.20 

$14.40 

11.20 

14.40 

12.80 

16.00 

11.20 

14 40 

(*) 

H 

1440 

14.40 

88 

CM CM 

16.00 

1600 

<‘) 

(*) 

1440 

14.40 

n 

250 

n 

2.50 

500 

2.50 

* 5.00 
2.50 

n 

2.50 

n 

2.50 


•The fees include the cost of performing official Inspection and official class X or class Y weighing functions by Service 
representatives For incidental costs included in the lees, and fees in addition to the unit and the hourly lees, see sec. 26.72, 
paragraphs (a) and (b). 

‘If rt is found that there was a material error in the inspection from which a r©inspection, a field appeal inspection, or a 
Board appeal inspection is taken, the specified reinspection. field appeal inspection, or Board appeal inspection lee shall not be 
assessed. (Bui soe sec 26 72(b) for fees that are assessed in all Instances) 

•Board appeal inspections are based on tile samples. The fee lor Board appeal inspection service shall be $34 00 per 
* sample except for protein which shall be $15.00 per sample. 

•Online inspection services include all inspection services which are based on official samples obtained from a flowing 
stream of gram during the loading or unloading of gram. 

•Not applicable. 

•The unit fee. 

•Same foes as m (1M»)(B). plus applicable sampling charge—see (2). 

•Only one inspection or weighing lee, as applicable, wHl be charged lor these services whether performed singly or concur¬ 
rently 

•For application of fee for standby, see sec. 26.72(b). 

-No Charge 


Schedule B .—Fees for official inspection and weighing services performed by the Service in Canada * * 

Table 1 


Services (bulk or sacked grain) 


Regular Nonregular 
workday workday 


(1) Original inspection, or official weighing, or special services: * 

(I) Contract service (per man-hour per service representative).. 

(n) Noncontract service (per man-hour per service representative)----- 

(2) R©inspection or field appeal inspection (per man-hour per service representative) • *_ 

(3) Board appeal inspection (per sample) * \ ---.- 

(4) Minimum fee per service request 

(1) Noncontract original inspection, or original weighing, or special services (per service repre¬ 
sentative) *_______....--... 

(i) Retrospection, or field appeal inspection (per service representative) **~..... 

(5) Standby (per man-hour per service representative) T .....,...ft~....~..~___ 

(6) Extra copies of certificates (per copy) •......,.... 


$20.00 

$24.00 

30.00 

36 00 

32.00 

38 00 

34.00 

40.00 


90.00 

108.00 

96.00 

114.00 

30.00 

36 00 

2 50 

250 


•The fees include the cost of performing official inspection and official class X or class Y weighing functions by Service 
representatives For incidental costs included m the fees, and fees m addition to the unit and the hourly fees, see sec. 26.72, 
paragraphs (a) and (b). 

•Special services mdude. but are not limited to the following: sampling, stowage examination, testing of inspection or 
weighing equipment, demonstrating official inspection or weighing functions, furnishing standard illustrations, checkweighing of 
sacked gram, checkloading of sacked grain, and related services 

•If it la found that there was a maternal error in the inspection from which a reinspection, a field appeal inspection or Board 
appeal inspection is taken, the specified retrospection. field appeal inspection or Board appeal inspection lee shall not be as¬ 
sessed (But see 9 26 72(b) for fees that are assessed in an instances) 

•Appeal inspections are based on Ne samples Board appeal inspections for protein shall be $15.00 per sample. 

• Applicable when the requested service is performed in 3 hours or less, or the request tor service e cancelled after Service 
representative amves at the pomt of service 

•Not applicable it the remspection or field appeal mspeckon « performed concurrently with an original inspection. 

•For application of fee tor standby, see 9 26 72(b). 

■For application of lee lor extra copies of certificates see 9 26.72(b)(2). 
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§ 26.72 Federal services: Explanation of 

fees. 

• * # * # 

(b) Fees in addition to unit and hourly 
f res. (1) fees for standby services shall 
be assessed in all cases except no fee 
shall be assessed for standby performed 
during a regular workday under a 
service contract for inspection or 
weighing services in the United States or 
Canada. 

• * • » * 

(Sec. 8. Pub. L 94-582, 90 Slat. 2873 [7 U.S.C 

79(1)11 

Done at Washington. DC.. September 6. 

1979. 

L. E. Bartelt, 

Administrator. 

|W Doc. 79-28275 Piled *10-7* *46 am] 

BILLING COOE 3410-02-M 


Agricultural Marketing Service 

7 CFR Parts 1071, 1073, 1097, 1102, 
1104, 1106, 1108, 1120, 1126, 1132, and 

1138 

| Milk Order Nos. 126, 71, 73, 97, 102, 104. 
106, 108, 120,132, and 1381 

Milk in the Texas and Certain Other 
Marketing Areas; Order Suspending 
Effective Date of Orders Amending the 

Orders 

7 CFR Parts and Marketing Areas 

1126 Texas 

1071 Neosho Valley 

1073 Wichita. Kans. 

1097 Memphis. Tenn. 

1102 Port Smith. Ark. 

1104 Red River Valley 
1106 Oklahoma Metropolitan 
1108 Centra! Arkansas 
1120 Lubbock-Plainview 
1132 Texas Panhandle 
1130 Rio Grande Valley 

agency: Agricultural Marketing Service. 

USDA. 

action: Suspension of effective date of 

rules. 


summary: This document suspends the 
September 1,1979, effective date of 
uniform base-excess plan provisions 
that were issued by the Department for 
11 southwestern milk orders. This action 
stems from an order by the U.S. District 
Court for the Northern District of Texas 
which restrains the Secretary of 
Agriculture from implementing the base- 
excess plans at this time. 

EFFECTIVE DATE: September 11.1979. 

FOR FURTHER INFORMATION CONTACT 
Robert F. Groene. Marketing Specialist. 
Dairy Division, Agricultural Marketing 
Service, U.S. Department of Agriculture, 
Washington, D.C. 20250, 202-447-4824. 
SUPPLEMENTARY INFORMATION: Prior 
documents in this proceeding: 

Notices of hearing: Issued February 
11.1977, published February 14,1977 (42 
FR 9674); issued March 3,1977, 
published March 8.1977 (42 FR 13024): 
and issued March 25,1977, published 
March 31.1977 (42 FR 17130). 

Notice of extension of time for filing 
briefs: Issued May 18,1977. published 
May 25.1977 (42 FR 26217). 

Recommended decision: Issued 
December 20.1977. published December 
29. 1977 (42 FR 65088). 

Notices of extension of time for filing 
exceptions: Issued January 20.1978, 
published January 26.1978 (43 FR 3568); 
issued February 15. 197a published 
February 22,1978 (43 FR 7327). 

Final decision: Issued July 23, 197a 
published July 2a 1978 (43 FR 33192). 

Final order: Issued August 29,197a 
published September 5, 1978 (43 FR 
39324). 

Statement of Consideration 

1. This order of suspension is issued 
pursuant to the provisions of the 
Agricultural Marketing Agreement Act 
of 1937, as amended (7 U.S.C. 601 et 
seq\ and of the orders regulating the 
handling of milk in the aforesaid 
marketing areas. 

2. On August 29.1978 (43 FR 39324), 


the Assistant Secretary for Marketing 
Services issued on order amending the 
11 aforesaid orders. The amended 
orders were to become effective on 
September 1.1979, and would establish 
uniform base-excess plans for the 11 
markets. 

3. On March 27. 1979 (44 FR 18938), the 
Assistant Secretary issued an order 
amending several of the order 
provisions (which were not yet in effect) 
that had been issued in the August 29. 
1978. order amending the 11 aforesaid 
orders. These additional amendments 
also were to become effective on 
September 1,1979. They were issued for 
the purpose of correlating the new base- 
excess plan provisions with the 
provisions that were being issued on 
March 27.1979. in connection with 
changes in the advertising and 
promotion programs under 10 of the 11 
orders. (The Neosho Valley order does 
not contain an advertising and 
promotion program.) 

4. On August 31,1979. the U.S. District 
Court for the Northern District of Texas 
issued an order restraining the Secretary 
of Agriculture from implementing the 
uniform base-excess plan provisions for 
the 11 aforesaid orders. 

It is therefore ordered. That on the 
basis of the restraining order of the U.S. 
District Court, the September 1.1979, 
effective date of the order amending the 
11 aforesaid orders that was issued on 
August 29,1978 (43 FR 39324), and of the 
order amending the 11 aforesaid orders 
that was issued on March 27.1979 (44 
FR 18938). is hereby suspended until 
further notice. 

(Secs. 1-19. 48 Stat. 31. a9 amended: (7 U.S.C 
601-874)) 

Effective date: September 11.1979 

Signed at Washington. D.C. on September 
8. 1979. 

Jerry C Hill. 

Deputy Assistant Secretary far 
Marketing and Transportation Sendees. 

|FR Doc 79-28274 Filed *10-79.8:45 am) 
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Proposed Rules 


This section of the FEDERAL REGISTER 
contains notices to the public of the 
proposed issuance of rules and 
regulations. The purpose of these notices 
is to give interested persons an 
opportunity to participate in the rule 
making prior to the adoption of the final 
rules. 


DEPARTMENT OF ENERGY 
Office of the Secretary 
[10CFR Part 376J 

Leasing; Proposed Rulemaking and 
Public Hearing Regarding Outer 
Continental Shelf Oil and Gas 
Sequential Bidding Process 

agency: Department of Energy. 

ACTION: Prop osed Rule. _ 

summary: This regulation proposes to 
establish a sequential bidding process 
under which Outer Continental Shelf 
(OCS) oil and gas lease sales would be 
conducted. This proposal provides a 
new bidding process that is designed to 
foster competition for OCS leases. The 
sequential bidding process would be 
employed in lieu of the existing 
procedure used by the Department of 
the Interior (DOl). This regulation 
implements a .portion of the Department 
of Energy’s rulemaking responsibilities 
under Section 302(b)(1) of the 
Department of Energy Organization Act. 

dates: Written comments are due by 
4:00 p.m., November 14,1979. Requests 
to speak are due by 4:00 p.m., September 

27.1979. Washington hearing: October 

15.1979. New Orleans hearing: October 

2.1979. Los Angeles hearing: October 4. 
1979. 

ADDRESSES: All written comments and 
requests to speak at the Washington, 

D C. public hearing should be sent to: 
Office of Public Hearings Management, 
Economic Regulatory Administration, 
Box XJ (Docket No. LPD-79-04), 2000 M 
Street, NW., Washington. D.C. 20461. 

All requests to speak at the New 
Orleans and Los Angeles public 
hearings should be sent to: 

New Orleans hearing: Department of Energy, 
2626 Mockingbird Lane. P.O. Box 352228, 
Dallas, Texas 75435, Alt: Mac L. Lacefield. 
Los Angeles hearing: Department of Energy, 
111 Pine Street. 3rd Floor, San Francisco. 
California 94111, Att: Robert Laffel. 


Federal Register 

Vol. 44, No. 177 

Tuesday, September 11. 1979 


HEARING LOCATIONS: 

Washington hearing: Room 2105. 2000 M 
Street. NW., Washington. D.c. 20461. 

New Orleans hearing: F. Edward Hebert 
Building, Room 629. 600 South Street. New 
Orleans. LA 70130. 

Los Angeles hearing: New Otani 
Hotel, Ballroom No. 2.120 South Los 
Angeles Street. Los Angeles. California 
90012. 

FOR FURTHER INFORMATION CONTACT: 

Joseph A. Gribbin. Economist (Office of 
Leasing Policy Development), Department 
of Energy. Room 2317,12th & Pennsylvania 
Avenue. NW., Washington, D.C. 20461, 

(202) 633-9437. 

James K. W'hite (Office of General Counsel), 
Department of Energy. Room 7134.12th & 
Pennsylvania Avenue, NW., Washington, 
D.C. 20461 (202) 633-8814. 

Robert C. Gillette, Director (Office of Public 
Hearings Management). Economic 
Regulatory Administration, Room 2214, 

2000 M Street. NW.. Washington, D.C. 

20461 (202) 254-5201. 

Milton Jordan, Director, Division of Freedom 
of Information and Privacy Acts (Office of 
Administrative Services), Department of 
Energy, Mail Stop GB 145.1000 
Independence Avenue, SW.. Washington, 
D.C. 20585 (202) 252-5955. 

Frederic C. Appel, Director of 
Communications (Office of the Assistant 
Secretary for Resource Applications), 
Department of Energy, Room 3309, 12th & 
Pennsylvania Avenue, NW.. Washington. 
D.C. 20461 (202)633-9418. 
SUPPLEMENTARY INFORMATION: 

I. Introduction 

II. Current OCS Bidding Process Regulations 

III. The Proposed Regulations 

A. Specific Proposals 

B. General Objectives 

IV. Public Comments and Public Hearing 
Procedures 

A. Specific Comments Requested 

B. Written Comments 

C. Public Hearing 

V. Significance Review 

VI. Summary of Regulatory Analysis 

VII. Environmental Analysis 

I. Introduction 

Sections 302 and 303 of the 
Department of Energy Organization Act 
(DOE Act. Pub. L. 95-91, 91 Stat. 565 (42 
U.S.C. 7101 et seg.)) Transferred from 
the Department of the Interior (DOI) to 
the Department of Energy (DOE) certain 
authorities previously held by the 
Secretary of the Interior under the Outer 
Continental Shelf Lands Act (OCSLA), 
the Mineral Lands Leasing Act, the 
Mineral Leasing Act for Acquired Lands, 
the Geothermal Steam act of 1970, and 
the Energy Policy and Conservation Act. 
A9 a result, with respect to Federal 


leases, the Secretary of Energy is 
authorized to promulgate regulations 
that (1) foster competition. (2) implement 
alternative bidding systems, (3) 
establish diligence requirements. (4) set 
rates of production, and (5) specify the 
procedures, terms, and conditions for 
the acquisition and disposition of 
Federal royalty interests taken in kind. 

In addition, under section 302(c) of the 
DOE Act, the Secretary of Energy is 
granted the authority to establish rates 
of production for Federal leases, and 
under section 303(c)(1) the Secretary 
reviews and may disapprove any term 
or condition of a Federal lease that 
relates to DOE’s section 302(b) DOE Act 
authority to promulgate regulations. 

This regulation implements part of 
DOE’s authority under DOE Act section 
302(b)(1). As required under section 
303(b) of the DOE Act, the Secretary of 
the Interior was consulted during 
preparation of these proposed 
regulations and afforded not less than 30 
days to comment formally on them. The 
Secretary of the Interior provided 
comments which were considered in 
redrafting these regulations prior to 
today’s publication. 

As proposed in this regulation, the 
sequential bidding process that would 
be established would be applied 
exclusively, on an experimental basis, to 
all OCS lease sales in lieu of the present 
bidding process of opening and reading 
bids concurrently, now used by DOI (43 
CFR 3316.5(a)). Application of sequential 
bidding to OCS lease sales on this basis 
will supply the data and experience 
needed in order to obtain an early 
indication of the results of this 
experiment. Ultimately, the use of 
sequential bidding as the permanent 
bidding process will depend upon the 
observed effects resulting from 
imposition of the process on an 
experimental basis. DOE is interested in 
public comments on the concept of using 
the experimental sequential bidding 
process exclusively for all sales 
immediately upon promulgation until 
sufficient evidence is obtained to 
determine whether use of the process 
should be made permanent. 

There are several reasons for initially 
proposing the use of sequential bidding 
on an experimental rather than a 
permanent basis. The impact of 
sequential bidding on competition for 
Federal leases is difficult to anticipate. 
Much of the information on which to 
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base predictions of impacts on 
competition is closely held by the firms 
that generally participate in OCS lease 
sales, thereby precluding evaluation of 
sequential bidding, except through 
experimentation. Similarly, it is difficult 
to predict the reactions of sale 
participants to sequential bidding, with 
respect to both preexploratory 
evaluations and bidding behavior. 
Empirical evidence of its impacts will be 
collected and analyzed and a decision 
made whether or not to continue to 
apply sequential bidding to OCS lease 
sales. 

Under certain circumstances, it may 
be beneficial and appropriate during the 
initial implementation of sequential 
bidding to exempt particular OCS lease 
sales from application of the sequential 
bidding process, i.e., to revert to use of 
the present DOI process. DOE is 
interested in obtaining specific comment 
with regard to the need for an 
exemption provision, and the types of 
circumstances surrounding a lease sale 
that might make exemption advisable. 
Please refer to Section IV.A. of this 
preamble for specific comments 
requested on the issue of exemption. 

U. Current OCS Bidding Process 
Regulations 

The existing OCS bidding process 
regulations require that all tracts 
included in an OCS lease sale be offered 
for sale at the same time. All bids must 
be submitted, by sealed bid 
accompanied by a certified or cashier s 
check, bank draft, money order, or cash 
for one-fifth of the cash bonus amount, 
by the deadline specified in the Final 
Notice of Sale. The bids are opened, 
publicly announced, and recorded, but 
no bids are accepted or rejected and no 
leases are awarded at that time. Within 
tiO days of the opening of the bids, DOI 
determines whether to accept a bid from 
the highest qualified responsible bidder 
for each tract receiving bids. If the 
highest bid for a lease is not accepted by 
DOI within the 60 day period following 
the opening of bids, all bids for that 
lease are rejected. Notice of that action 
is transmitted to all the bidders, and 
cash bonus deposits on all rejected bids 
are returned. 

III. Proposed Regulations 

1 Specific Proposals 

1. Purpose and Scope (§ 376.201). This 
proposed regulation is designed to foster 
competition for federal leases through 
the exercise of DOE’s rulemaking 
responsibility, under section 302(b)(1) of 
the DOE Act. This proposed regulation 
is expected to foster competition for 
federal leases through structuring an 


OCS lease sale so as to apportion OCS 
tracts among three or more bidding 
sessions. This is expected to increase 
the number and amount of bids for OCS 
leases, increase bidders’ financial 
flexibility, increase the return to the 
United States from OCS lease sales, and 
permit bidders to revise their bidding 
strategies several times during an OCS 
lease sale in order to react to patterns 
established in completed bidding 
sessions. 

2. Definitions (l 376.202). Two new 
definitions are proposed by this 
regulation. They are the definition of 
“bidding session” and “bidding 
process”. The former is central to the 
sequential bidding process. It is defined 
as one of the segments into which an 
OCS lease sale is devided and during 
which a portion of the tracts included in 
an OCS lease is offered for sale. The 
conclusion of a bidding session is the 
deadline, announced by DOI, for the 
submission of bids on tracts offered in 
that session. 

3. The Sequential Bidding Process 

(§ 376.210). A minimum of three bidding 
sessions per sale would be required by 
the application of the proposed 
sequential bidding process to an OCS 
lease sale (§ 376.210(a)). Fewer than 
three, we believe, would not be 
sufficient to achieve the objectives of 
this regulation. 

The regulation requires in 
§ 376.210(a)(1) that there be at least 24 
hours between the time fixed by DOI as 
the dealine for the submission of bids 
for one bidding session until the same 
deadline applicable to the following 
bidding session. DOE seeks comments 
on whether 24 hours is sufficient for sale 
participants to readjust their bidding 
strategies and prepare new bids for the 
next bidding session. 

A random selection procedure would 
be used to assure that tracts are 
distributed as equally as possible among 
bidding sessions with respect to quality 
or resource potential (§ 376.210(a)(2)). 
Each bidding session would contain a 
substantially equal number of OCS 
lease sale tracts as well (§ 376.210(a)(2)). 
Although several random selection 
procedures may be available, such as 
stratified random selection by geologic 
structure, the procedure used would be 
that which best fosters the purposes of 
this proposed regulation. 

At the conclusion of a bidding session, 
bids would be opened, but the only 
information announced at this point 
would be the amount of the highest bid 
for each tract offered for $ale in that 
bidding session (§ 376.210(a)(3)). In 
addition to equalizing somewhat the 
information available to sale 
participants, this limited release of 


information should minimize the ability 
of bidders to predict the bidding 
strategies of other bidders through the 
use of gaming techniques. Additional 
bid information, e.g.. the names of 
bidders and the amounts of their bids 
for tracts would be announced publicly 
at the conclusion of the sale 
(§ 376.210(a)(6)). 

At the end of each bidding session, 
DOI would return the cash bonus bid 
deposits of all bidders for a tract except 
that of the highest bidder (§ 376.210(a)(4) 
and (5)). This return of deposits would 
enable unsuccessful bidders to recycle 
these funds for use in the preparation of 
bids for tracts offered for sale in 
upcoming bidding sessions. 

Within 60 days of the conclusion of 
the final bidding session in an OCS 
lease sale. DOI would determine 
whether or not to except bids from the 
highest bidders for tracts offered during 
the sale (§ 376.210(a)(7)). 

The sequential bidding process to be 
established in this regulation shall be 
used exclusively for each OCS lease 
sale following promulgation in lieu of 
the present process used by DOI 
(§ 376.210(b)). Initial use of the process 
will be on an experimental basis. When 
sufficient evidence to judge the merit of 
the process is available. DOE will 
determine whether to retain sequential 
bidding as the exclusive bidding 
procedure for OCS lease sales, to return 
to exclusive use of the present DOI 
process, or to authorize alternative use 
of the sequential process and the 
present DOI process. 

4. Analysis and Criteria (§ 376.220). 
Before each OCS lease sale, the variable 
elements of sequential bidding that 
would apply to a sequential bidding 
sale. i.e.. the number and scheduling of 
bidding sessions, the random selection 
procedure used to select tracts for each 
bidding session, and the number of 
tracts and specific tracts to be offered 
for sale in each bidding session, would 
be analyzed by DOE and 
recommendations made to DOI. In this 
analysis, DOE would consider whether 
different design options would (1) foster 
competition in the Federal leasing 
process. (2) permit greater bidding 
flexibility and increase bidders’ chances 
to compete for more tracts than would 
the existing bidding process, (3) provide 
an opportunity to experiment with 
various bidding processes and permit 
the identification of those that would 
best achieve the Government’s goals in 
leasing OCS oil and gas lands, (4) 
provide a fair and equitable return to the 
United States, and (5) not impose 
excessive administrative burdens on 
either the Government or OCS lease 








52844 


Federal Register / Vol. 44, No. 177 / Tuesday, September 11, 1979 / Proposed Rules 


sale partricipants. DOE seeks public 
comment on these criteria. 

B. General Objectives 

The requirement of the current OCS 
bidding process that all tracts be offered 
for sale at one time appears to strain 
some bidders’ financial resources. It 
compels bidders, when cash bonus 
bidding is used, to commit all of their 
cash bonus funds simultaneously, 
thereby limiting both the number and 
size of bids that many bidders can 
afford to submit. In addition, this capital 
constraint may cause some bidders to 
focus primarily on tracts that would not 
command much attention from bidders 
with greater financial resources. The 
application of the sequential bidding 
process to an OCS lease sale is 
expected, therefore, to afford bidders 
greater financial flexibility. 

Apportioning the total number of 
tracts offered for sale among several 
bidding sessions and returning cash 
bonus deposits to unsuccessful bidders 
at the end of each bidding session will 
enable bidders to bid on more tracts and 
to submit higher bids for those tracts 
that appear to have the greatest 
potential for discovery and 
development. Bidders will be able to 
concentrate their resources on a smaller 
number of tracts at a time. Therefore, 
sequential bidding is also expected to 
increase the number of bids that are 
received for each tract. 

In addition, the financial flexibility 
made possible by the sequential bidding 
process may increase the number of 
participants in an OCS lease sale, and 
may attract more interest from smaller 
firms that have not participated in OCS 
lease sales previously as a result of the 
restrictions implicit in the existing 
bidding process. 

Offering all OCS lease sale tracts at 
the same time also influences bidding 
strategies. Prior to a lease sale, a bidder 
must prepare a single, inflexible bidding 
plan for the whole lease sale. Bidding 
strategies, therefore, are based on 
information about tract potential that is 
available to a bidder before the actual 
lease sale. For bidders who are unable 
to engage in extensive pre-sale 
evaluations, a bidding strategy must 
often be prepared on the basis of little or 
no such information. This lack of 
information may inhibit some bidders 
from participating in the lease sale at 
all. and those bidders who submit bids 
on the basis of little or no information 
are likely to discount their bids to such 
an extent that their likelihood of 
winning leases is small. 

Dividing an OCS lease sale into 
sequential bidding sessions diminishes, 
to some extent, the information 


advantage available to bidders that 
engage in extensive pre-sale evaluation. 
At the end of each bidding session, DOI 
would divulge the amount of the highest 
bid submitted for each tract offered for 
sale during that bidding session. Since 
the tracts to be offered for sale in 
subsequent bidding sesions are known 
in advance to sale participants, it would 
be possible for them to adjust their bids 
for these tracts on the basis of the 
amounts bid for comparable tracts in 
earlier bidding sessions. While this type 
of information will benefit all lease sale 
participants, it should benefit those with 
little or no pre-sale information about 
offered tracts to a greater extent than 
bidders with a significant amount of 
such information. While it is difficult to 
predict with any exactness how the 
imposition of sequential bidding will 
affect the evaluative efforts of 
prospective bidders, it is not expected to 
diminish significantly such activity. 

DOE recognizes that the amount of 
time allowed between bidding sessions 
is critical to the success of this proposed 
rule. The 24-hour minimum time interval 
between the deadlines of bidding 
sessions proposed by this regulation 
would enable bidders to readjust their 
bidding strategies in mid-sale. Resources 
freed from previous unsuccessful bids 
can be redirected to new bids, or be 
used to increase the amount of their bids 
to a level that would give them a greater 
opportunity to obtain leases. Increased 
bid amounts generally are expected to 
have the collateral public benefit of 
increasing the return to the United 
States from OCS leasing. 

The sequential bidding process may 
also obviate the problem that some 
bidders now face of obtaining too many 
tracts in an OCS lease sale. The 
simultaneous offering of all tracts 
earmarked for a particular OCS lease 
sale makes prediction of how many 
leases a sale participant will obtain 
virtually impossible. If a bidder ends up 
with more tracts than it can afford to 
develop, then OCS oil and gas 
development and production will be 
delayed. While this inefficency may be 
alleviated by the sale, assignment, 
exchange or other transfer of leases by a 
winning bidder after the OCS lease sale 
(authorized, subject to DOI approval, by 
43 CFR Subpart 3319), the availability of 
the “assignments market” is no 
guarantee that such a transaction can be 
effected or that the seller will be able to 
secure the price sought. 

With the exception of easing capital 
constraints, the expected beneficial 
effects of the sequential bidding process 
described above would apply to any 


OCS bidding system, and not solely 
when the cash bonus is the bid variable 

DOE has also considered the possible 
impact of sequential bidding on joint 
ventures, i.e.« agreements among bidders 
to bid jointly for tracts. Joint venture 
agreements appear mostly to be of two 
types: 

First, joint venturers can agree to 
contribute a percentage share of the 
joint venture’s bids, leaving the decision 
as to which tracts to bid on to the 
organizer. A sequential bidding 
procedure would not affect the ability of 
bidders to form this type of joint 
venture, as the organizer would be able 
to react to the results of a completed 
bidding session and revise the joint 
venture’s bidding strategy just as well as 
an individual bidder. 

The second type of joint venture is 
one that is put together to bid on a 
specific lease or leases. With respect to 
leases offered for sale in the first 
bidding session, sequential bidding 
would have no adverse effect on the 
ability of the members to form the joint 
venture. Any difficulties that may arise 
from the necessity to revise bidding 
strategies as a result of a prior bidding 
session are greatly reduced by the 
publication in the Federal Register, 30 
days or more prior to an OCS lease sale, 
of the scheduling of specific tracts in 
each bidding session and of the time 
interval between bidding sessions. 
These time intervals should permit 
lease-specific joint venturers to develop 
and take advantage of contingency 
plans. 

IV. Public Comments and Public Hearing 
Procedures 

We request comments on any aspect 
of the regulation as proposed. To the 
extent comments are submitted in 
response to this notice either proposing 
or opposing amendments, they should be 
accompanied by as much supporting 
data as possible. Data submitted 
pursuant to this notice that is deemed 
proprietary should be so labeled. 

A. Specific Comments Requested 

DOE is requesting comments on the 
following matters in particular: 

1. Does capital represent a bidding 
constraint or a barrier to entry for some 
firms more than others; and if so, does 
the “assignment market” alleviate this 
constraint? 

2. How many bidding sessions are 
necessary in order for this proposed 
regulation to achieve its objectives? 

3. What time interval between bidding 
session deadlines would be required for 
bidders to digest the results of prior 
bidding sessions, adjust bidding 
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strategies accordingly, and prepare bids 
for the next round of bidding? 

4. Would sequential bidding tend to 
inhibit the formation joint ventures? 
That is. would the process encourage 
more individual bidding? 

5. Would the proposal to announce 
only the amount of the highest bid for 
tracts at the end of each bidding session 
be the most effective way to achieve the 
goal of equalizing information while 
minimizing gaming possibilities? 

6. In addition to random selection, 
what other systems for ordering tracts 
among bidding sessions would make for 
a rational offering of tracts? 

7. Given the experimental nature of 
this proposed rule, what duration of use 
would be appropriate in order to assess 
properly the proposed system’s impact? 

8. During the period in which the 
sequential bidding process would be 
applied to each OCS lease sale, should 
provision be made for exemption of 
particular OCS lease sales or of certain 
categories of OCS lease sales? What 
circumstances, factors, or conditions 
might justify exemption of a lease sale 
from application of the sequential 
bidding process? What criteria might be 
used to evaluate whether a particular 
lease sale should be exempted from 
application of the sequential bidding 
process as proposed? 

9. What specific operational criteria 
should be employed in order to 
determine the variable elements of the 
sequential bidding process for each OCS 
lease sale, i.e., number and scheduling 
of bidding^sessions, random selection 
procedure for distribution of tracts 
among bidding sessions, and number of 
tracts and specific tracts to be offered 
during each bidding session, given the 
general criteria outlined in § 376.220(b)? 

B. Written Comments 

You are invited to participate in this 
rulemaking by submitting data, views or 
arguments with respect to the proposals 
set forth in this notice. Written 
comments should be submitted by 4:00 
p m.. October 9.1979 to the address 
indicated in the “ADDRESSES" section 
of this preamble and should be 
identified on the outside envelope and 
on the document with the designation: 
Box Xj. “DOE Proposed Sequential 
Bidding Process Regulations (Docket No. 
1.1*0-79-04)". Ten copies should be 
submitted. 

Any information submitted which you 
consider to be confidential must be so 
identified and submitted in writing, one 
copy only. We reserve the right to 
determine the confidential status of the 
itifoimation and to treat it according to 
our determination. 


C. Public Hearing 

1. Procedure for Request to Make Ora! 
Presentation. The trmes and places of 
the hearings are indicated in the “Dates" 
and “Hearing Locations" section of the 
preamble. 

If you have an interest in the proposed 
amendments issued today, or represent 
a group or class of persons that has an 
interest, you may make a written 
request (see “Addresses" section of this 
preamble) for an opportunity to make 
oral presentation by 4:00 p.m., 

September 27.1979. Please describe your 
interest and, if appropriate, state why 
you are a proper representative of a 
group or class of persons that has such 
an interest, and give a concise summary 
of the proposed oral presentation. You 
should also provide a phone number 
where you may be contacted through the 
day before the hearing. 

If you are selected to be heard, you 
will be so notified before 4:00 p.m.. 
September 28,1979. One hundred copies 
of your statement, labeled “Sequential 
Bidding Process Regulations" are due. 
for the Washington hearing, October 14. 
1979, and should be delivered to the 
“Requests to Speak" address; and, for 
the regional hearings, are due by 9 a.m. 
on the day of the hearing and should be 
brought to the hearing location. In the 
event any person wishing to testify 
cannot meet the 100 copy requirement, 
alternative arrangements can be made 
with the Office of Public Hearings 
Management in advance of the hearing 
by so indicating in the letter requesting 
an oral presentation or by calling the 
Office of Public Hearings Management 
at 202-254-5201. 

2. Conduct of the Hearing. DOE 
reserves the right to select the persons 
to be heard at each hearing, to schedule 
their respective presentations, and to 
establish the procedures governing the 
conduct of the hearing. The length of 
each presentation may be limited, based 
on the number of persons requesting to 
be heard. 

A DOE official will be designated to 
preside at each hearing. These will not 
be judicial or evidentiary-type hearings. 
Questions may be asked only by those 
conducting the hearing, and "there will 
be no cross-examination of persons 
presenting statements. At the conclusion 
of all initial oral statements, each person 
who has made an oral statement will be 
given the opportunity to make a rebuttal 
statement. The rebuttal statements will 
be given in the order in which the initial 
statements were made and will be 
subject to time limitations. 

You may submit questions to be asked 
of any person making a statement at a 
hearing to the addresses indicated 


above for requests to speak not later 
than 4:00 p.m., the day before the 
hearing. If you wish to ask a question at 
a hearing, you may submit the question, 
in writing, to the presiding officer. DOE 
or, if the question is submitted at the 
hearing, the presiding officer will 
determine whether the question is 
relevant, and whether the time 
limitations permit it to be presented for 
answer. 

Any further procedural nrles needed 
for the proper conduct of the hearing 
will be announced by the presiding 
officer. 

A transcript of each hearing will be 
made and the entire record of the 
hearings, including the transcripts, will 
be retained by DOE and made available 
for inspection at the DOE Freedom of 
Information Office. Room GB-145, 
Forrestal Building, 1000 Independence 
Avenue, SW., Washington. D.C. 20585, 
between the hours of 8:00 a.m. and 4:30 
p.m.. Monday through Friday. You may 
purchase a copy of the transcript from 
the reporter. 

V. Significance Review 

DOE has determined that this 
proposed regulation is significant and 
will have a major impact within the 
meaning of DOE’s procedures to 
implement Executive Order 12044 on 
“Improving Government Regulations" 
(DOE Order 2030.1, 44 FR 1032, January 
3,1979). Therefore, a regulatory analysis 
is required for this proposed regulation. 
In accordance with DOE Order 2030.1, 
regulatory analyses must address 
alternative courses of action and 
reasons for the selection of the preferred 
alternative, i.e.. the proposed regulation. 

A summary of the regulatory analysis 
prepared for this regulation is included 
below. Copies of the complete 
regulatory analysis are available for 
public review in the DOE Freedom of 
Information Reading Room. Room GB- 
145, Forrestal Building. 1000 
Independence Avenue, SW., 

Washington. D.C.20585. Interested 
parties are invited to submit written 
comments on the regulatory analysis to 
the address indicated in the 
“ADDRESSES" section of this preamble. 

VI. Summary of Regulatory Analysis 

A. Introduction 

The dual requirement of the existing 
OCS lease sale bidding process of 
submitting all bids simultaneously and 
of backing them with substantial 
deposits creates a degree of financial 
exposure on all participants that 
influences both the number and 
magnitude of bids each participant 
submits at the time of the sale. It is 
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believed that smaller bidders are the 
most severely restricted by the 
economic requirements of the present 
system. Moreover, it is likely that the 
levels of financial exposure, which 
many firms face under the current 
process, represent an effective barrier to 
entry for a number of firms who 
otherwise might be interested in leasing 
and developing OCS tracts. 

D. Policy Objectives 

During its evaluation of alternative 
methods of structuring the OCS bidding 
process, DOE has considered a number 
of OCS leasing policy objectives. Of 
primary concern is increasing 
competition for OCS leases, by reducing 
a present barrier to entry, i.e.. 
increasing bidding opportunities for 
smaller firms through a reduction in 
financial constraints, and thereby 
increasing the number of bids per tract 
and the total percentage of tracts in a 
sale that receive bids. The policy 
objectives conform to one of the major 
goals of the National Energy Plan: 
ensuring “competition in the energy 
industry generally and among the major 
oil and gas companies in particular.” 

C. Alternative Courses of Action 

The regulatory analysis considers four 
alternative courses of action: the “status 
quo”, the holding of “mini-sales”, the 
imposition of a bid limit, and design 
options for a sequential bidding process. 

1. The Status Quo—Retention of the 
Current Bidding Process. While this 
alternative obviates the need for 
additional regulations and preserves a 
maximum degree of simplicity with 
regard to administrative matters, it has 
not been selected as the most desired 
alternative because it does not 
effectively advance the policy 
objectives. The maintenance of the 
status quo would continue to provide 
larger firms the subtle advantage of 
being able to dominate in the bidding for 
prime tracts. 

2. Mini-Sale—A Scheduling 
Alternative. Under this alternative, sales 
would be held more frequently, with a 
smaller number of tracts. For example, 
four mini-sales (25 tracts each) might 
replace a lease sale originally scheduled 
to encompass 100 tracts. 

However, approximately 18 to 24 
mini-sales would be needed each year 
to reduce a firm's financial exposure as 
effectively as the sequential bidding 
process. This implies that a sale would 
be held every two or three weeks. The 
administrative burdern associated with 
such a system would be much greater 
than under sequential bidding. 

3. The "BidLimit"Option. Under this 
option, firms would submit their own 


maximum aggregate winning cash bonus 
limitation that would apply to a 
particular lease sale. In this way a firm 
can submit bids on all tracts in the sale 
and yet be assured that its winning bids 
will not exceed its own pre-stipulated 
amount. 

The bid limit option has several 
serious deficiencies. For example, the 
plan could not deal with the situation 
where a portion of the participants in a 
joint venture have reached their bid 
limit before the tract for which the joint 
venture was formed is put up for sale. 

4. Design Options for a Sequential 
Bidding Procedure. In any form, a 
sequentially-bid sale would apportion 
the OCS tracts up for bid in a lease sale 
over several bidding sessions. The 
adoption of the sequential bidding 
process (over the three options listed 
above) is recommended since this 
process accomplishes the goals of (a) 
increasing the number and amount of 
bids for OCS leases, (b) increasing 
bidders’ financial flexibility, (c) 
increasing the return to the United 
States from OCS lease sales, and (d) 
permitting bidders to revise their 
bidding strategies several times during 
an OCS lease sale in order to react to 
patterns established in completed 
bidding sessions without imposing the 
drawbacks which are associated with 
these other alternatives. As part of the 
decision to utilize sequential bidding, 
there are several elements of the 
process which lend themselves to 
further design options: 

a. The amount and timing of 
information about an OCS lease sale 
that would be disclosed by the Federal 
Government. 

b. The determination and scheduling 
of the number of bidding sessions in an 
OCS lease sale. 

c. The determination of the number of 
tracts to be offered in each bidding 
session. 

d. The ordering of tracts among 
bidding sessions. 

e. The handling of cash bonus bid 
deposits by the Federal Government. 

D. The Preferred Alternative 

A regulation implementing a 
sequential bidding process for OCS 
lease sales would best accomplish the 
policy objectives of fostering competiton 
for Federal leases and of increasing 
competition in the energy industries 
generally and among major oil and 
natural gas companies in particular. 

VII. Environmental Analysis 

After reviewing the proposed 
regulations pursuant to DOE’s 
responsibilities under the National 
Environmental Policy Act of 1969 (Pub. 


L. 91-190, 83 Stat. 852 (42 U.S.C. 4321 et 
seq .)). DOE has determined that the 
proposed action does not constitute a 
major Federal action significantly 
affecting the quality of the human 
environment. Therefore, DOE has 
determined that no environmental 
assessment or environmental impact 
statement is required for the proposed 
regulations. 

(Outer Continental Shelf Lands Act, Act of 
August 7.1953, ch. 345. 67 Stat. 462 (43 U.S.C. 
1331 et seq.), as amended by Pub. L. 95-372. 

92 Stat. 629; Department of Energy 
Organization Act, Pub. L. 95-91, 91 Stat. 565 
(42 U.S.C. 7101 et seq.): E.0.12009. 42 F.R 
46267.) 

In consideration of the foregoing, it is 
proposed to amend Chapter II, title 10 of 
the Code of Federal Regulations as set 
forth below. 

Issued in Washington. D.C.. September 7. 
1979. 

George S. Mclsacc, 

Assistant Secretary. Resource Applications. 

Part 376 of Chapter II of Title 10. Code 
of Federal Regulations, is amended by 
adding a Subpart C, to read as follows; 

PART 376—OUTER CONTINENTAL 
SHELF OIL AND GAS LEASING 

* * * * * 

Subpart C— Sequential Bidding 

Sec. 

376.201 Purpose and scope. 

376.202 Definitions. 

376.210 Sequential bidding process. 

376.220 Analysis and criteria. 

Authority: Act of August 7,1953. ch. 345. 
sec. 8(a)(1). 67 Stat. 468 (43 U.S.C. 1335(a)(1)) 
as amended by sec. 205. Pub. L 95-372, 92 
Stat. 640; secs. 302(b)(1). 303(c). Pub. L. 95-91. 
91 Stat. 578-579, 579-580 (42 U.S.C. 7152(b)(1). 
7153(c)); E.O. 12009, 42 F.R. 46267. 

Subpart C—Sequential Bidding 
Process 

§ 376.210 Purpose and scope. 

The regulations in this Subpart C 
establish a sequential bidding process lo 
be utilized in connection with the 
offering and sale of Federal leases for 
the exploration, development and 
production of oil and gas resources 
located on the OCS. This sequential 
bidding process is designed to foster 
increased competition for OCS leases by 
apportioning the tracts included in an 
OCS lease sale among several separate 
bidding sessions. Structuring an OCS 
lease sale in this manner is expected to: 

(1) Provide certain bidders an 
opportunity to submit bids for more OCS 
leases than is generally possible when 
all the tracts included in an OCS lease 
sale are offered for sale in a single 
bidding session; 
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(2) Give bidders greater financial 
flexibility in submitting bids for OCS 
leases; 

(3) Encourage more bids on OCS 
tracts offered in OCS lease sales; 

(4) Provide a fair and equitable return 
to the United States from the sale of 
OCS tracts; and 

(5) Give bidders an opportunity to 
revise bidding strategies during the 
interval that is provided between the 
conclusions of each bidding session in 
an OCS lease sale. 

§376.202 Definitions. 

For purposes of this Subpart C: 

“Bidding session” means one of the 
segments into which an OCS lease sale 
is divided and during which a portion of 
the tracts included in an OCS lease sale 
is offered for sale. The conclusion of a 
bidding session is the deadline 
(announced by DOI) for the submission 
of bids on tracts offered in that session. 

“Bidding process” means the method 
by which bids for OCS leases included 
in an OCS lease sale are solicited, 
submitted, opened, and announced, and 
by which OCS leases are awarded. 

§ 376.210 Sequential bidding process. 

(a) The sequential bidding process, as 
administered by DOI, shall consist of 
the following steps: 

(1) An OCS lease sale shall be divided 
into not less than three bidding sessions 
with successive deadlines for the 
submission of bids separated by a time 
interval of not less than 24 hours; 

(2) A substantially equal number of 
tracts, assigned to bidding sessions 
through a random selection procedure, 
shall be offered for sale in each bidding 
session; 

(3) At the conclusion of each bidding 
session, bids submitted for tracts 
included in the bidding session shall be 
opened and, within 4 hours of such 
conclusion, the amount of the highest 
bid submitted for each tract included in 
the bidding session shall be announced 
publicly; 

(4) At the conclusion of each bidding 
session, the cash bonus bid deposit 
submitted by the apparent highest 
qualified responsible bidder for each 
tract offered for sale during a bidding 
session shall be retained: 

(5) At the conclusion of each bidding 
session, cash bonus bid deposits shall 
be returned to bidders other than the 
apparent highest qualified responsible 
bidder for each tract offered during that 
bidding session; 

(6) At the conclusion of the final 
bidding session of an OCS lease sale, a 
public announcement of all bids 
received and the names of the bidders 
that submitted them shall be made; and 


(7) An apparent highest qualified bid 
for an OCS lease shall be accepted not 
later than 60 days after the conclusion of 
the final bidding session in an OCS 
lease sale, or all bids for that lease shall 
be considered rejected. 

(b) The sequential bidding process 
shall be applied to each OCS lease sale. 

§ 376.220 Analysis and criteria. 

(a) Prior to each OCS lease sale, DOE 
shall perform analyses and make 
recommendations to DOI with regard to: 

(1) The number and schedule of 
sequential bidding sessions; 

(2) The random selection procedure to 
be applied to assignment of tracts 
among bidding sessions; and 

(3) the number of tracts and the 
specific tracts to be offered during each 
bidding session, as assigned by DOE 
through application of the random 
selection procedure recommended under 
paragraph (a)(2) of this section. 

(b) In performing the analyses 
required by this section, DOE shall 
consider the following purposes and 
policies as criteria, recognizing that the 
order of listing does not denote a 
ranking: 

(1) Fostering competition in the 
Federal leasing process: 

(2) Permitting greater flexibility in 
bidding and increasing the opportunities 
for bidders to participate in bidding on a 
greater number of the tracts offered in 
an OCS lease sale; 

(3) Providing an opportunity to 
experiment with various bidding 
processes to enable the identification of 
those that are more appropriate for the 
satisfaction of the objectives of the 
United States in OCS lease sales; 

(4) Providing a fair and equitable 
return to the Federal Government; and 

(5) Limiting administrative burdens on 
Government and industry. 

|KR Doc. 79-J8300 Filed JMO-79; 0 45 nm) 

BILLING CODE 6450-01-M 


CIVIL AERONAUTICS BOARD 

[14CFR Parts 221,3991 

IEDR-388/PSDR-63; Docket No. 29198; 
Dated September 5, 19791 

Carriers in U.S. Mainland—Alaska and 
Intra-Alaska Market Fares 

agency: Civil Aeronautics Board. 
action: Notice of Proposed Rulemaking. 

summary: The CAB is proposing to 
permit carriers in U.S. Mainland-Alaska 
and intra-Alaska markets to exercise a 
greater degree of downward pricing 
flexibility in order that they may be 
better able to experiment with price/ 
quality of service options tailored to 


their individual costs as well as to the 
requirements of individual markets. The 
proposals would establish ceiling fare 
levels from which carriers would be 
permitted to reduce fares within a 
specified zone. Fares within the zone 
ordinarily would not be suspended on 
the grounds that they might be 
unreasonable. While we are not 
proposing additional significant fare 
flexibility above the ceiling in this rule, 
we would permit an additional upward 
adjustment in “non-competitive” 
markets, thereby allowing carriers in all 
markets to raise fares up to 5 per cent 
above the Standard Industry Fare Level. 
This proposal is an extension of the 
Board’s policy of promoting increased 
competition and consistent with the 
Airline Deregulation Act. 
date: Comments due by: November 13, 
1979. Reply Comments due by: 
November 28,1979. 

Comments and other relevant 
information received after these dates 
will be considered by the Board only to 
the extent practicable. 
ADDRESSES:Twenty copies of comments 
should be sent to Docket Section, Civil 
Aeronautics Board, 1825 Connecticut 
Ave., NW., Washington, D.C. 20428. 
Individuals may submit their views as 
consumers without filing mulitiple 
copies. Comments may be examined in 
Room 711, Universal Building. 1825 
Connecticut Ave., NW., Washington. 
D.C., as soon as they are received 
FOR FURTHER INFORMATION CONTACT: 
Robert S. Goldner, Attorney-Advisor. 
Division of Pricing and Entry. Office of 
the General Counsel, Civil Aeronautics 
Board, 1825 Connecticut Ave., NW., 
Washington. D.C. 20428; 

SUPPLEMENTARY INFORMATION: 
Background 

This new phase of Docket 29198 is the 
outgrowth of a series of Board orders 
suspending proposed fare increases in 
the Mainland-Alaska markets and in the 
“nonbush” intra-Alaska markets. An 
investigation was undertaken into the 
lawfulness of fares in effect in these 
markets during the course of which a 
full evidentiary hearing was held. Prior 
to the enactment of the Airline 
Deregulation Act (ADA), Pub. L. 95-504. 
Administrative Law Judge Stephen J. 
Gross issued a four-part initial decision 
in this proceeding in which he costed the 
two major Mainland-Alaska markets 
individually and divided the remaining 
markets into two groups. 1 Judge Gross 


1 The Initial Decision divided ihe markets into 
four separate groups: Part I—Seattle*Anchorage; 

Part !I—Chicago-Anchorage; Part III—Anchorage- 
New York. Portland. Minnespolis/St. Paul; 

Footnotes continued on next page 












52848 


Federal Register / Vol. 44, No. 177 / Tuesday. September 11. 1979 / Proposed Rules 


found that the coach fares in the Seattle- 
Anchorage and Chicago-Anchorage 
markets are unlawfully high, but that 
fares in other markets are lawful. 

The Board took review of all parts of 
the initial decision and ordered the 
proceeding bifurcated into a hearing 
phase, consisting of the record 
developed to date, and a rulemaking 
phase which commences with filing of 
this notice. At the same time, the Board 
ordered that the hearing phase be 
terminated (Order 79-9-11, issued 
concurrently with this Notice of 
Proposed Rulemaking). 

In view of the fact that the ADA 
generally precludes the Board from 
finding the Mainland-Alaska fares to be 
unlawful, we have decided to issue this 
notice of proposed rulemaking as part of 
this proceeding. It has been the policy of 
the Board to liberalize fare flexibility 
beyond the statutory minima imposed 
by the ADA. We have already issued 
rules extending the so-called “zone of 
reasonableness” in markets within the 
contiguous 48 states. PS-80, 43 FR 39535, 
September 5,1978, and are currently in 
the process of considering similar rules 
for Hawaii and Puerto Rico markets. 
EDR-373, PDR-64, and PSDR-57. 44 FR 
18G88. March 29.1979 (Hawaii markets), 
and EDR-366, PDR-58. and PSDR-52. 43 
FR 51641, Nov. 6.1978 (Puerto Rico 
markets). This rule proposes to 
implement additional fare flexibility in 
Mainland Alaska and intra-Alaska 
markets by increasing the carriers’ 
flexibility to offer lower fares. 

Accordingly, rather than adopt the 
costing of the initial decision, either to 
prescribe fares or to prescribe a fare 
ceiling, we are proposing this rule in 
order to implement additional fare 
flexibility in all of the Alaska markets. 

The Standard Industry Fare Level (SIFL) 

In establishing a proposed zone of 
reasonableness, we must initially define 
a baseline from which all allowable fare 
flexibility may be measured. For 
purposes of the statutory zone, the ADA 
defines the SIFL as the fare level (after 
adjustment for inflation) in effect on July 
1.1977. These fares are to be applied on 
a market-by-market and class-by-class 
basis. 

Owing to the nature of pricing policies 
in Alaska markets, on both an interstate 
and intrastate basis, we do not need to 
undertake the analysis of fare levels 
which we found necessary in PSDR-52, 
where we proposed a similar zone for 
Hawaiian service. This is largely due to 


Footnotes continued from last page 
Fairbanks-New York. Portland; and Kodiuk-Seattle: 
Part IV—Seattle-Southeast Alaska and Intra-Alaska 
markets 


the absence of peak and off-peak pricing 
options in Alaska, thereby resulting in 
discrete fare levels based upon class of 
service within particular markets. 
However, because Alaska represents 
the only domestic market which has not 
undergone a comprehensive costing 
analysis, we do not have the option of 
using a DPFI-type baseline for those 
fares which fall above or below the 
statutory zone, as was the case in 
markets in the 48 contiguous states. 
Consequently, we are proposing to use 
the actual fares which were in effect on 
July 1.1977. as a single baseline for both 
the statutory zone as well as the 
regulatory zone which we are proposing 
in this rule. 

Fare Flexibility Below the Ceiling 

We have tentatively concluded that a 
downward zone comparable to the one 
we have adopted in the Domestic 
Passenger-Fore Rulemaking (PS-80) 
should be superimposed on the statutory 
zone. The ADA permits carriers to 
propose fare reductions of up to 50 
percent from the standard industry fare 
level for the same or similar classes of 
service without being subject to a Board 
finding that these fare levels are unjust 
or unreasonable. The proposed rule 
would extend the suspend-free zone an 
additional 20 percent, on 40 percent of a 
carrier’s yearly available seat miles 
(ASM), thereby encouraging carriers to 
undertake innovative peak-off pricing 
policies, particularly on a seasonal 
basis. 

In PS-80 we allowed a 70 percent 
zone on a similar amount of ASM’s on a 
weekly basis. In view, however, of the 
extremely seasonal character of traffic 
in the Alaska markets, we are of the 
view that the carriers require the 
additional flexibility of being allowed to 
further reduce fares during prolonged 
seasonal periods of low traffic demand 
without regard to weekly restrictions. 

As explained below, we are considering 
a similar form of seasonal zone on the 
upward end of the proposed ceiling. We 
ask that commenters explore this aspect 
of our proposed rule thoroughly. 

Under our proposal, fares within these 
zones could only be suspended by the 
Board if all of the following 
circumstances are present: 

1. The high probability that the fares 
would be found to be unlawful after 
investigation: 

2. The substantial likelihood that the 
fare is predatory so that there would be 
an immediate and irreparable harm to 
competition if it were allowed to go into 
effect; 

3. The harm to competition would be 
greater than the injury to the traveling 


public if the proposed fare were 
unavailable; and 

4. The suspension is in the public 
interest. 

Fare Flexibility Above the Ceiling 

The ADA permits carriers to increase 
fares up to 5 percent beyond the SIFL 
without being subject to possible Board 
suspension or investigation on the 
ground that such fare levels are unjust 
or unreasonable. This provision is only 
applicable, however, where the carrier’s 
share of a particular market is below 70 
percent of the total traffic. In PS-80 we 
expanded this zone to provide 
additional upward flexibility to a 
maximum, depending on the number of 
carriers authorized to serve the 
particular market, of up to 10 percent 
above the SIFL. 

We are not, at this time, persuaded to 
expand similarly the upward zone in 
competitive Alaska markets. 2 In PS-80 
we addressed the necessity of increased 
price competition as a prerequisite to 
additional upward fare flexibility. We 
remain reluctant to prematurely enlarge 
the ceiling of the zone before 
competitive market forces have the 
opportunity to establish themselves as a 
viable price determinant. While we have 
recently sought to increase competition 
by encouraging the entry of new carriers 
into numerous Alaska markets, 3 the 
realization of these policies is only 
beginning to be accomplished. We have, 
therefore, tentatively decided to allow 
upward flexibility in competitive Alaska 
markets to remain at the statutory level 
for the present time, and to treat 
adjustments above five percent on an ad 
hoc basis. As competition increases and 
market forces begin to predominate 
pricing policies in Alaska, we will 
further enlarge the perimeters of the 
zone and encourage greater carrier 
flexibility in the determination of fare 
ceilings. 

We have tentatively decided to allow 
carriers in “non-competitve” markets 
the same 5 percent upward flexibility as 
all other carriers are permitted under the 
Act. We are proposing to do this 
because we are concerned that small 


3 Under this proposal, regular fares in most 
Alaska markets could experience a significant 
upward adjustment, even without additional fare 
flexibility, because carriers in these markets have 
not previously raised fares to compensate for 
recently experienced inflation. This, of course, may 
simply reflect an historically high fare level as well 
as the increased competition resulting from recent 
Board policies. 

*The Board has already granted additional 
authority in Alaska markets in both the Southeast 
Alaska Service Investigation (Order 79-4-166). and 
the West Coast-A/aska Investigation (Order 79-4- 
36), and is presently considering the question of 
additional authority in the Northwest Alaska 
Service Investigation (Docket 31571}. 
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markets, which are typically non¬ 
competitive, and where service is 
already marginal, might suffer further 
reductions in non-subsidized services 
were we to refuse to allow carriers 
additional upward flexibility. This 
would avoid any substantial 
withdrawals of service from these 
markets as well as the consequent need 
to underwrite continued service with 
Federal subsidy. 

Additionally, it is administratively 
difficult to differentiate between 
competitive and non-competitive 
markets, even using the Act’s 70 percent 
market share as a basis for evaluation. 
As a result of increased competition 
from both new and established carriers, 
schedule changes, and fluctuations in 
demand, a carrier’s market share of 
traffic over a given period of time is 
extremely fluid. An elimination of the 
distinction between competitive and 
non-competitive markets for the purpose 
of upward flexibility serves to alleviate 
this difficulty, as well as eliminating the 
resulting uncertainty about the ability of 
a carrier to raise fares at any given point 
in time.* 

Under this proposal all carriers would 
be allowed, without formal justification, 
to raise fares the additional 5 percent 
permitted by the statute. Carriers would 
continue to justify any additional fare 
increases on the basis of increased 
costs, in much the same manner as they 
have traditionally done. 

While we have found potential 
difficulties in initiating additional 
upward fare flexibility in Alaska, we 
strongly recommend that commenters 
use this opportunity to address the 
feasibility of implementing alternative 
approaches. One proposal which might 
serve to reflect the highly seasonal 
nature of the Alaska markets would 
include some form of peak, off-peak 
pricing. Carriers would be permitted to 
raise fares up to a set percentage above 
the statutory ceiling for a certain 
number of days out of the year. In PS-60 
we proposed a similar form of flexibility 
which was designed to encourage more 
efficient passenger utilization on a year 
around basis. 

First Class Fares 

The Board has previously sought to 
free first class fares from the constraints 
of regulatory floors or ceilings which 
have been imposed on other fare 
classes. In PS-80 we permitted carriers 
to exercfse complete authority over the 
establishment of first class fare levels. 
This policy has also been proposed for 
Mainland-Hawaii and Mainland-Puerto 
Rico markets, and we believe that it 
should also be applicable to Mainland- 
Alaska as well as intra-Alaska markets. 


This is a premium service whose price 
will clearly be set reasonably through 
the market interaction of willing buyers 
and sellers. 

Procedures for Fare Filing 

In the Domestic Passenger-Fare 
Rulemaking, we also amended our 
economic regulations in order to relieve 
the proponent of a fare within the zones 
from having to justify the fare initially. 
We are now proposing to modify 
§ 221.165 so that the requirement of 
economic data with fare filings no 
longer applies to fares within the 
proposed zones in Alaska markets. 

Environment 

We tentatively conclude that this 
proposal does not constitute a major 
Federal action significantly affecting the 
environment under the National 
Environmental Policy Act of 1969, 42 
U.S.C. 4321, e/. seq. No appreciable 
increase in operations is expected to 
result from implementation of the 
proposed policy. The Board, in its 
environmental assessment for the earlier 
fare rulemaking covering the 48 states 
(PS-80), found that increasing the 
carriers’ fare flexibility will serve to 
shift emphasis away from service 
competition and encourage more 
vigorous price competition. Since 
efficiency gains can be expected to 
accompany increased price competition, 
these gains may be passed on to the 
consumer in the form of lower fares. In 
general, fare reductions will generate 
additional traffic, depending on the price 
elasticity of demand in the relevant 
markets. However, such increases 
should result in higher load factors 
rather than in an increase in the number 
of available flights. Moreover, because 
Alaska fares have not increased 
significantly over the past several years, 
there exists little likelihood of fare 
decreases of such magnitude as to 
greatly stimulate additional traffic 
resulting in a significant impact upon the 
environment. 

Proposed Rules 

The Board proposes to amend 14 CFR 
Part 221 and 14 CFR Part 399 as follows: 

PART 221—-CONSTRUCTION, 
PUBLICATION, FILING AND POSTING 
OF TARIFFS OF AIR CARRIERS AND 
FOREIGN AIR CARRIERS 

Paragraph (d)(4) of § 221.165 would be 
revised to read as follows: 

§221.165 Explanations and data 
supporting tariff changes and new matter in 
tariff publications. 

***** 

(dr * * 


(4) The requirement for data and/or 
information in paragraph (b) of this 
section shall not apply to fares for 
scheduled passenger service within the 
48-contiguous states, the District of 
Columbia, and Alaska or between the 
48-contiguous states and the District of 
Columbia, on the one hand, and Alaska 
on the other, which are within the zones 
set forth under section 399.31 and 
§ 399.34 of this chapter. 

PART 399—STATEMENT OF GENERAL 
POLICY 

A new § 399.34 would be added to 
read as follows: 

§ 399.34 Passenger-fare policies for other 
entities. 

It is the policy of the Board to extend 
the principles of fare flexibility 
established for domestic fares to other 
entities as follows: 

(a) [Reserve] 

(b) [Reserved] 

(c) For the Mainland-AJaska and 
Intra-Alaska ratemaking entities: 

(1) Ceiling Fares, other than first class, 
should be based on the fares in effect 
July 1.1977. 

(2) Each carrier, including monopoly 
carriers, as defined in section 
1002(d)(4)(A) of the Act, should have the 
opportunity to set fares, other than for 
first class, in each market within a zone 
ranging to 50 percent below the ceiling 
fares. Also, on 40 percent of their 
weekly available seat miles, carriers 
should have the opportunity to set fares 
in each market down to a 70 percent 
level below the ceiling. Fares within 
these zones will not be suspended by 
the Board absent all of the following 
extraordinary circumstances: 

(i) The high probability that the fare 
would be found to be unlawful after 
investigation; 

(ii) The substantial likelihood that the 
fare is predatory so that there would be 
an immediate and irreparable harm to 
competition if it were allowed to go into 
effect; 

(iii) The harm to competition would be 
greater than the injury to the travelling 
public if the proposed fare were 
unavailable; and 

(iv) The suspension is in the public 
interest; 

(3) Carriers should be free to set 
market fares below these minima on the 
basis of such factors as their individual 
costs or specialized marketing needs, 
unless the level of the proposed fare 
reductions will result in an inability of 
the carriers in the market to provide 
adequate service to the public or the 
fares are otherwise unlawful; 

(4) Carriers should be permitted to 
raise fares up to 5 percent above the 
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SIFL regardless of whether they provide 
air transportation to 70 per cent or more 
of persons traveling in a particular 
market. Such increases will not be 
suspended by the Board on account of 
the reasonableness of the fare absent 
unusual or extraordinary circumstances; 

(5) Carriers should be free to set the 
level of first class fares. 

(Secs. 204. 403, 404.1002, Federal Aviation 
Act of 1958. as amended. 72 Stat. 743, 758. 760 
and 788. as amended: (49 U.S.C. 1324.1373, 
and 1482)) 

By the Civil Aeronautics Board. 

Phyllis T. Kaylor. 

Secretary. 

|FR Doc 79-28281 Filed 9-10-79; 8:45 em| 

BILLING CODE 6320-01-M 


[14 CFR Part 2231 

(EDR-389; Docket No. 36534; Dated: 
September 6, 1979J 

Free Transportation of Security 
Guards, et aL; Proposed Rule 

agency: Civil Aeronautics Board. 
action: Notice of Proposed Rulemaking. 

summary: The CAB is proposing to 
allow, but not require, free 
transportation of official security guards 
by foreign air carriers. The Board is 
proposing this action on its own 
initiative to relieve administrative 
burdens on the foreign air carriers, the 
U.S. Secret Service, and itself. 
dates: Comments by November 13, 

1979. Comments received after the 
above date will be considered only to 
the extent practical. 
address: Mail an original and twenty 
copies to Docket 36534. Civil 
Aeronautics Board. 1825 Connecticut 
Avenue. NW., Washington, D.C. 20428. 
Individuals may submit single copies. 
Comments will be available for public 
inspection in room 711 at the above 
address as soon as they are received. 
FOR FURTHER INFORMATION CONTACT: 
Richard M. Loughlin, Chief, Regulatory 
Affairs Division, Bureau of International 
Aviation. Civil Aeronautics Board, 1825 
Connecticut Avenue. NW., Washington, 
D.C. 202-673-5880. 

SUPPLEMENTARY INFORMATION: Section 
223.21 of the Economic Regulations 
requires free carriage of official security 
personnel aboard U.S. air carrier flights. 
Foreign-flag carriers transporting 
dignitaries on official business to the 
United States often board agents of the 
U.S. secret Service to afford protection 
to the foreign dignitary according to 
established protocol. This happens 
frequently enough to impose 
administrative burden on the carrier, the 


U.S. Secret Service, and the CAB if we 
were to require individual approval in 
each instance. The necessity for 
individual approval may be obviated by 
amending section 223.21 to allow (but 
not require) the carriage of official 
security guards by foreign air carriers. 

Accordingly, the Board proposes to 
amend § 223.21 of 14 CFR Part 223, Free 
and Reduced-Rote Transportation, to 
read: 

§ 223.21 Security guards. 

Every air carrier shall carry, without 
charge, on any aircraft which it 
operates, any duly authorized person 
who has been assigned to the duty of 
guarding such aircraft against unlawful 
seizure, sabotage or other unlawful 
interference. Any air carrier or foreign 
air carrier may carry without charge, on 
any aircraft which it operates, any duly 
authorized person who has been 
assigned the duty of guarding foreign 
government dignitaries, traveling on 
official business, against unlawful 
interference. 

(Secs. 204, 403. 416, Federal Aviation Act of 
1958, as amended. 72 Stat. 743. 758 (as 
amended by 74 Stat. 445, 88 Stat. 2105. 91 
Stat. 1281,1282, 92 Stat. 1724). 760 (as 
amended by 86 Stat. 95, 92 Stat. 1724), 771 (as 
amended by 92 Stat. 1731,1732), (49 U.S.C. 
1324. 1373. 1374. 1386).) 

By the Civil Aeronautics Board. 

Phyllis T. Kaylor. 

Secretary. 

|FR Doc. 79-28280 Filed 9-10-79:8:45 t»m| 

BILLING CODE 6320-01-M 

DEPARTMENT OF TREASURY 
Internal Revenue Service 
[31 CFR Part 1] 

Privacy Act 1974; Proposed Notice of 
Rule To Delete an Exempt System of 
Records from Certain Requirements of 
Privacy Act of 1974 

agency; Internal Revenue Service. 
Department of the Treasury. 
action: Notice of Proposed rule to 
delete a System of Records. 

summary: The internal Revenue Service 
gives notice that the system of records 
entitled “File of Persons Making Threats 
of Force or Forcible Assaults (26.005) be 
deleted from the exempt systems listing 
in 31 CFR 1.36. This system notice will 
be eliminated when it is incorporated 
into an existing automated system for 
increased efficiency. 

EFFECTIVE date: The notice of final rule 
will be published after the 30 day public 
comment period and the 60 day advance 
notice requirement. 


FOR FURTHER INFORMATION CONTACT: 

Mr. William E. Mulroy. Director. Internal 
Security Division. Office of Assistant 
Commissioner (Inspection). Internal 
Revenue Service. Washington. DC 20224. 
(202) 566—4564. 

After approval of related revisions. 31 
CFR 1.36 internal Revenue Service, 
Notice of Exempt Systems will be 
amended by eliminating from section (b) 
the system entitled, “File of Persons 
Making Threats of Force or Forcible 
Assaults” (26.005) which appears 
between Collateral Files (26.002) and 
Form 2209, Courtesy Investigations 
(26.006). 

Dated: August 24.1979. 

W. J. McDonald. 

Assistant Secretary (Administrationj. 

§ 1.36 Systems exempt in whole or in part 
from provisions of 5 U.S.C. 552a and this 
part. 

***** 

The Internal Revenue Service 

Notice of exempt systems 
***** 

(b) Exemptions under 5 U.S.C. 552a 
(k)(2). * * * 

* * * * * 

[Delete:] File of persons making 
threats of force or forcible assaults— 
....22.005 

***** 

|FR Doc. 79-28133 Filed 9-10-79; H 45 «m| 

BILLING CODE 4830-01-M 


ENVIRONMENTAL PROTECTION 
AGENCY 

140 CFR Part 811 
(FRL 1315-81 

Designation of Areas for Air Quality 
Planning Purposes; Attainment Status 
Designations—California 

agency: Environmental Protection 
Agency (EPA). 

ACTIONS: Proposed rulemaking. 

summary: This notice proposes to revise 
the attainment status designation of 
Humboldt County. California, for total 
suspended particulates (TSP). On March 
3, 1978 (43 FR 8970). under section 
107(d)(2) of the Clean Air Act (CAA). as 
amended, Humboldl County was 
designated nonattainment (primary) for 
TSP (40 CFR 81.305). On March 19.1979 
(44 FR 16392). Humboldt County was 
redesignated nonattainment (secondary) 
for TSP, as recommended by the State of 
California. The EPA now proposes to 
redesignate Humboldt County as 
attainment for TSP. 
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The EPA invites public comments on 
the proposed redesignation. If the area 
is redesignated attainment, the 
requirements of Title I, Part D, of the 
CAA, as amended, would no longer 
apply to Humboldt County for TSP. 
dates: Comments will be accepted if 
received on or before October 11,1979. 
addresses: Comment should be 
directed to: Arnold Den, Chief, Air 
Technical Branch (A-4), Air and 
Hazardous Materials Divisions, 
Environmental Protection Agency, 
Region IX, 215-Fremont Street, San 
Francisco, CA 94105. 

Information pertinent to the proposed 
redesignation is available for public 
inspection during normal business hours 
at the following locations: 

Public Information Reference Unit, Library 
(Room 2922), Environmental Protection 
Agency, 401 “M" Street. S.W., Washington, 
D.C. 20460. 

EPA Region IX Library. 215 Fremont Street, 
San Francisco. CA 94105. 

California Air Resources Board, 1102 *‘Q” 
Street. Sacramento. CA 95612. 

Humboldt County Air Pollution Control 
District. 5600 South Broadway, Eureka CA 
95501. 

FOR FURTHER INFORMATION CONTACT 

Morris I, Goldberg (A-4-3), Technical 
Analysis Section, Air Technical Branch, 
Air and Hazardous Materials Division, 
Environmental Protection Agency, 

Region IX, 215 Fremont Street, San 
Francisco, CA 94105. Phone: (415) 556- 
2463. 

SUPPLEMENTARY INFORMATION: On 

March 3.1978 (43 FR 8970), under 
Section 107(d)(2) of the CAA, as 
amended, the EPA promulgated the 
State of California’s designation of 
Humboldt County as nonattainment 
(primary) for TSP. 

On March 19,1979 (44 FR 16388), 
under Section 107(d)(5) the EPA revised 
the designation of Humboldt County to 
nonattainment (secondary) for TSP, as 
recommended by the State of California, 
because some data were found by the 
State Air Resources Board (ARB) to be 
invalid. The remaining data indicated 
violations of the annual “guideline” to 
the secondary standard, but no violation 
of the annual primary standard. 

A June 28,1979 letter from the ARB 
states that Humboldt County was 
inadvertantly omitted from a list of 
areas earlier recommended for 
redesignation to attainment for TSP 
because of a misunderstanding 
regarding the “guideline” value of 60 ug/ 
m 3 (see 40 CFR 50.7(a)). The ARB 
therefore requested the redesignation of 
Humboldt County to attainment for TSP. 

Under Section 107(d)(5) of the CAA, 
as amended, a state may revise its 


designations of attainment status and 
submit them to the EPA for 
promulgation. Based upon a review of 
the TSP air quality data for Humboldt 
County, the EPA believes that the 
NAAQS for TSP have been attained. 

If Humboldt County i9 redesignated 
attainment for TSP as proposed, the 
State would no longer be subject to the 
requirements of Part D of the CAA, as 
amended, for TSP in Humboldt County. 
However, Humboldt County remains 
subject to the requirements of Part D 
until the EPA approves in a final 
rulemaking action the State's 
redesignation of Humboldt County as 
attainment for TSP. 

Note.—The Environmental Protection 
Agency has determined that this document is 
not a significant regulation and does not 
require preparation of a regulatory analysis 
under Executive Order 12044. 

[Secs. 107(d) and 301(a) of the Clean Air Act. 
as amended (42 U.S.C. 7407(d) and 7801(a))] 

Dated: August 31.1979. 

Sheila M. Prindiville, 

Acting Regional Administrator. 

(FR Doc. 79-28301 Piled 9-10-79: 0:45 amj 

BILLING CODE 0560-01-M 


[40 CFR Part 1461 
[FRL 1315-2] 

State Underground Injection Control 
Programs 

agency: Environmental Protection 
Agency. 

action: Extension of Comment Period 
on Supporting Document, “Estimated 
Cost of Compliance. Proposed 
Underground Injection Control Program 
Regulations, Class II Wells,” and on the 
document, “Potential Production 
Impacts from the Underground Injection 
Control Regulations.” 

summary: This notice sets a new due 
date of October 12,1979, for public 
comment on the report prepared for the 
EPA Office of Drinking Water by Arthur 
D. Little. Inc., on the cost of compliance 
with the proposed underground injection 
control program for oil and gas wells 
and on the EPA analysis performed to 
estimate the potential impact of the 
State Underground Injection Control 
Programs on operators of Class II wells. 
dates: Comments on the Arthur D. 

Little, Inc., report and the EPA analysis 
of potential production impacts from the 
proposed UIC regulations are due 
October 12,1979. 

addresses: Written public comments 
should be sent to the Comment Clerk 
UIC Program Regulations, Office of 
Drinking Water (WH-550). EPA. 


Washington, D.C. 20460. Comments and 
the supporting documents will be 
available for public inspection and 
copying at a reasonable fee during 
normal business hours at the 
Environmental Protection Agency, 

Public Information Reference Unit. 

Room 2922, 401 M Street, SW., 
Washington, D.C. 20460. Copies of the 
supporting documents will also be 
available for inspection and copying in 
the Library at the ten EPA Regional 
Offices. 

FOR FURTHER INFORMATION CONTACT: 

Thomas E. Belk, EPA, Office of Drinking 
Water (WH-550), Washington. D.C. 
20460, (202) 426-3934. 

SUPPLEMENTARY INFORMATION: The 
purpose of this notice is to extend, for 
thirty (30) days, the deadline for 
submission of public comments on the 
supporting document, “Estimated Cost 
of Compliance, Proposed Underground 
Injection Control Program Regulations, 
Class II Wells,” prepared for the EPA 
Office of Drinking Water by Arthur D. 
Little, Inc., and on the analysis, 
“Potential Production Impacts from the 
Underground Injection Control 
Regulations,” July. 1979. prepared by the 
EPA Office of Drinking Water. 

The Safe Drinking Water Act requires 
EPA to develop minimum requirements 
for State Programs to protect 
underground drinking water sources. 
EPA proposed regulations specifying 
minimum requirements on August 31. 
1976 [41 FR 36730]. In response to 
numerous public comments, EPA has 
made significant changes in the 
regulations and has reproposed them for 
public comment. 

The regulations have been separated 
into two portions. First, regulations 
under 40 CFR Parts 122,123, and 124 will 
consolidate the Agency’s major permit 
programs. Part 122 will contain the basic 
framework of the underground injection 
control program (as well as the NPDES 
permit program under the Clean Water 
Act and the Hazardous Waste 
Management Program under the 
Resource Conservation and Recovery 
Act) when administered by EPA. Part 
123 will specify the requirements for an 
approvable State program and Part 124 
will describe the procedures for issuing 
permits under the covered programs. 
These consolidated permit regulations 
were proposed on June 14.1979, [44 FR 
34244] and the public comment period 
on them ends on September 12,1979. 
Second. 40 CFR Part J46 establishes the 
technical criteria and standards to be 
used in implementing the underground 
injection control program. Part 146 was 
reproposed on April 20,1979 [44 FR 
23738]. The comment period for 40 CFR 
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Part 146 was due to end on August 20. 
1979. as announced in the April 20.1979, 
Federal Register notice. On July 11,1979, 

144 FR 40532], EPA extended the 
comment period for 40 CFR Part 146 to 
September 12,1979, to coincide with the 
comment period for the proposed 
consolidated permits regulations. 

The preamble to the reproposed 40 
CFR Part 146 included an estimate that 
12.000 barrels of oil per day potentially 
could be affected by promulgation of the 
regulations. After this figure was 
published, significant interest was 
shown in the 12,000 barrels per day 
figure and in the methodology employed 
in its derivation. Therefore, EPA decided 
to prepare, in succinct form, a 
description of the methodology and its 
application. Development of this 
description led to refinements in 
application of the models used. These 
refinements led to a reduction in the 
estimates of the potential impact from 
12,000 barrels per day to 9,400 barrels 
per day. 

The EPA Office of Drinking Water 
document, “Potential Production r 
Impacts from the Underground Injection 
Control Regulations." July 1979, was 
made available to the public on July 30, 
1979. In its preface. EPA stated that it 
welcomed comments on its analysis 
including those which could improve the 
models and their applications. Most of 
the assumptions used in the EPA 
analysis are contained in the report^ 
“Estimated Cost of Compliance. 
Proposed Underground Injection Control 
Program Regulations, Class II Wells,*' 
June 1979. prepared by Arthur D. Little, 
Inc. The Arthur D. Little report has been 
available to the public since June 15. 
1979. 

During the comment period for the 
reproposed Part 146 regulations. EPA 
has received several letters and oral 
statements at the public hearings 
requesting an extension of the comment 
period beyond the September 12.1979, 
due date. Thostf letters which explained 
in detail the reasons for the requested 
extension generally focused on the 
potential impact of the State 
underground injection control programs 
on operators of Class 11 wells and. in 
particular, focused on the need for more 
time to analyze the cost of compliance 
for operators of oil and gas wells and on 
the estimated 9.400 barrel per day 
potential reduction of domestic oil 
production which would result from 
promulgation of 40 CFR Part 148. The 
Agency believes that in light of the 
current^energy situation, the cost of 
compliance to the oil and gas industry 
and the possible loss of domestic oil 
production, it is in the public interest for 


it to extend the comment period on the 
Arthur D. Little report and on the Office 
of Drinking Water analysis of potential 
production impacts from proposed 
underground injection control 
regulations to October 12.1979. The 
Agency believes the impacts of the 
proposed underground injection control 
regulations to be small but, for the 
foregoing reasons. EPA believes that 
good cause exists for extending the 
comment period for these two 
documents to October 12.1979. 

After carefully considering all of the 
requests for an extension of the 
comment period on the proposed 
underground injection control 
regulations, the Agency does not believe 
lhat an extension of time on any other 
issues concerning these proposed 
regulations is warranted, and the 
Agency is not granting an extension of 
the comment period on any other issues. 

The comment period on the supporting 
document. “Estimated Cost of 
Compliance. Proposed Underground 
Injection Control Program Regulations. 
Class II Wells," June 1979. prepared for 
the EPA Office of Drinking Water by 
Arthur D. Little. Inc., (44 FR 23752) and 
on the analysis prepared by the EPA 
Office of Drinking Water. “Potential 
Production Impacts from the 
Underground Injection Control 
Regulations," July 1979, is hereby 
extended to October 12,1979. 

Dated: August 29,1979. 

Thomas C. Joritng, 

Assistant Administrator for Water and Waste 
Management 

|FR Doc. 7»-am5 FU*d 9-tO-7St &45 «m| 

BILLING CODE S56O-01-N 


DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

[50 CFR Part 650) 

Mid-Attantic and New England Fishery 
Management Councils; Public Hearings 

agency: National Oceanic and 
Atmospheric Administration/ 

Commerce. 

action: Jointly sponsored public hearing 
on proposed regulations for fixed fishing 
gear in the fishery conservation zone 
(FCZ) of the North Atlantic. 

summary: The Mid-Atlantic and New 
England Fishery Management Councils, 
the U.S. Coast Guard, and the National 
Marine Fisheries Service jointly 
announce a series of public hearings to 
consider fixed gear regulations for the 
FCZ of the Northwest Atlantic, and the 
means of implementing them. The listed 


agencies have worked for two years 
with the fishing industry advisors to 
produce a set of draft regulations and 
alternatives which are expected to 
provide for the orderly marking, setting, 
and reporting of fixed gear. Due to the 
continued loss of and damage to fixed 
fishing gear as a result of the activities 
of foreign and domestic fishing vessels 
and from other circumstances, it is the 
opinion of the agencies indicated that a 
logical system for fixed Fishing gear 
placement, identification, and position 
reporting would allow other users, in 
most cases, to be able to anticipate the 
location of such gear, its direction of set, 
its magnitude, and whom to contact in 
the event an incident does occur. The 
draft regulations are intended to provide 
for a mandatory, systematic program to 
apply to specific areas only within the 
FCZ of the Northwest Atlantic. 

DATES: The hearings will be held on the 
dates ancfct the times and places 
indicated below: All hearings are 
scheduled for evenings from 7:00 to 10:00 
p.m. 

Revised listing of Hearing Dates 

Gear Conflict Hearings 

Sept. 18 (Tuesday), Dutch Inn. Great Island 
Road. Galilee. RI 02882. 

Sept 18 (Tuesday). Golden Eagle Inn. 
Philadelphia and Beach Drive, Cape May. 
NJ 08204. 

Sept. 19 (Wednesday), Holiday Inn, Route 1 
and Route 128. Peabody. MA 01960. 

Sept. 19 (Wednesday). Holiday Inn— 
Riverhead. Route 25. Riverhead. LI. NY 
11901. 

Sept. 20 (Thursday). North Carolina Marine. 
Resources Center, Bogue Banks. Atlantic 
Beach. NC 28512. 

Sept. 21 (Friday). Sheraton Inn—Military 
Circle. 870 N. Military Highway. Norfolk. 
VA 23502. 

Sept. 25 (Tuesday). Holiday Inn. Jet. US 1 and 
Route 3, Ellsworth. ME 04605. 

Sept. 25 (Tuesday). Asbury Pavilion. South 
Asbury and Ocean Avenue. Asbury Park. 
NJ 07712. 

Sept. 27 (Thursday). Sheraton Fountainbleau. 
10100 Ocean Highway, Ocean City. MD 
21842. 

Sept. 27 (Thursday). Massachusetts. Maritime 
Academy, Taylor s Point. Buzzards Bay. 
MA 02532. 

Oct. 3 (Wednesday). Holiday Inn. Route 1 
and 4. Portsmouth. NH 03801. 

FOR FURTHER INFORMATION CONTACT: 

Douglas Marshall. Executive Director. New 
England Fishery Management Council. 
Peabody Office Building. One Newbury 
Street. Peabody. Massachusetts. 01960. 
telephone: (617) 535-5450. 

Lt. j. C. Raymond Blowitski. Commander, 
Atlantic Area (Aol), U.S. Coast Guard 
Building 125, Governors Island. New York. 
New York 10004, telephone: (212) 688-7878. 
Dr. Robert W. Hunks, Deputy Regional 
Director, National Marine Fisheries 
Service, 14 Elm Street. Gloucester. 
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Massachusetts 01930, telephone: (617) 281- 

3600. 

SUPPLEMENTARY INFORMATION: For the 

years 1971 through 1978. 246 fixed gear 
incidents, involving damage or loss of 
Fixed fishing gear, were reported to the 
Coast Guard by fishermen operating in 
the area encompassing the FCZ of the 
Northwest Atlantic Ocean. These 
represent known incidents of damage or 
loss: however, there is reason to believe 
that a substantial number of incidents 
have occurred which were subsequently 
not reported to the Coast Guard. There 
were 24 incidents reported since the 
enactment of the FCMA (between 
March 1976 and December 1978), not 
including any that occurrred during 1979. 
There were 39 claims submitted to the 
National Marine Fisheries Service in the 
First half of 1979 for compensation under 
the Fisherman’s Protective Act. Of these, 
22 were a result of incidents in the 
Northwest Atlantic Ocean in waters 
under jurisdiction of the New England 
and Mid-Atlantic Fishery Management 
Councils. Only 13 of these claims are 
presently documented, however, they 
exceed $100,000. The circumstances 
described are a major concern to the 
agencies sponsoring the public hearings. 
While the actual cause of the incidents 
in some cases may never be identiFied, it 
is the firm belief of the listed agencies 
that a substantial number of incidents 
could have been avoided if Fixed Fishing 
gear were appropriately marked and 
reported to the Coast Guard for 
subsequent broadcast to mobile Fishing 
gear vessels and other operations in the 
area. Broadcast fixed fishing gear 
positions, to include a proposed buffer 
zone, would alert vessel operators to 
take appropriate measures to avoid the 
areas. 

For the reasons stated, the sponsoring 
agencies are seeking public input to 
determine the utility of the proposed 
regulations in an attempt to resolve the 
problems outlined. An agenda of 
discussion items follows: 

Signed this 5th day of September, 1979 at 
W ashington. D.C. 

Authority: 16 U.S.C. 1801 et seq. 

Jack W. Gehringer, 

Deputy Assistant Administrator, National 
Marine Fisheries Service. 

|FR Doc. 79-28213 Filed 9-10-79: 8:45 am) 

BILLING CODE 3510-22-M 
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This section of the FEDERAL REGISTER 
contains documents other than rules or 
proposed rules that are applicable to the 
public. Notices of hearings and 
investigations, committee meetings, agency 
decisions and rulings, delegations of 
authority, filing of petitions and 
applications and agency statements of 
organization and functions are examples 
of documents appearing in this section. 


DEPARTMENT OF AGRICULTURE 

Federal Grain Inspection Service 

Official Designation of the South 
Carolina Department of Agriculture, 
Columbia, South Carolina, and 
Proposal of Geographic Area 

agency: Federal Grain Inspection 
Service. 

action: Notice and Request for 
Comments. 

summary: This notice announces the 
designation of the South Carolina 
Department of Agriculture, Columbia, 
South Carolina, as an official agency to 
perform official inspection services 
under the authority of the United States 
Grain Standards Act. as amended. This 
notice also proposes a geographic area 
within which that agency will operate. 
date: Comments by October 20,1979. 
FOR FURTHER INFORMATION CONTACT. J. 
T. Abshier. Director, Compliance 
Division. Federal Grain Inspection 
Service, United States Department of 
Agriculture, Washington, D.C. 20250, 
(202) 447-0262. 

SUPPLEMENTAL INFORMATION: South 
Carolina Department of Agriculture (the 
“Agency”), P.O. Box 11280, Columbia, 
South Carolina 29211, an existing official 
agency, made application pursuant to 
Section 7 of the United States Grain 
Standards Act. as amended (7 U.S.C. 72 
etseq.) (the “Act”), to be officially 
designated under the Act, to perform 
official inspection services, not 
including official weighing. 

The Federal Grain Inspection Service 
(FGIS), has conducted the required 
investigation of the Agency which 
included onsite reviews of its inspection 
points (hereinafter “specified service 
points”) and the Agency was deemed 
eligible for designation to perform 
official inspection services (other than 
appeal inspection), not including official 
weighing. A document designating the 


Agency as an official agency was signed 
on August 1.1978. Said designation also 
included an interim assignment of 
geographic area within which the 
official Agency will provide official 
inspection services. 

Note.—Section 7(f)(2) of the Act provides 
that not more than one official agency shall 
be operative at one time for any geographic 
area as determined by the Administrator. # 

The geographic area assigned on an 
interim basis pending final 
determination in this matter is: 

The entire State of South Carolina at 
other than export port locations. 

A specified service point for the 
purpose of this notice is a city, town, or 
other location specified by an agency for 
the conduct of official inspections and 
where the agency or one or more of its 
licensed inspectors is located. 

In addition to the specified service 
points within the geographic area, the 
Agency will provide official inspection 
services not requiring a licensed 
inspector to all other areas within its 
geographic area. 

Interested persons may obtain a map 
of the proposed geographic area and a 
list of specified service points for the 
Agency from the Delegation and 
Designation Branch, Compliance 
Division, Federal Grain Inspection 
Service, United States Department of 
Agriculture. Washington, D.C. 20250, 
(202) 447-8525. 

Publication of this notice does not 
preclude future amendment of this 
designation consistent with the 
provisions and objectives of the Act. 

This agency has been performing 
official inspection services within the 
proposed geographic area since August 

1978. The boundaries thereof are known 
by persons affected, do not impose 
significant new restrictions or 
obligations, and have limited public 
affect. Therefore, the comment period 
shall be limited to 45 days* 

Interested persons are hereby given 
opportunity to submit written views or 
comments with respect to the 
geographic area proposed for 
assignment to this Agency. All views 
and comments should be submitted in 
writing to the Office of the Director, 
Compliance Division. Federal Grain 
Inspection Service, United States 
Department of Agriculture, Washington, 
D.C. 20250. All materials must be 
postmarked not later than October 20, 

1979. All materials submitted pursuant 


to this notice will be made available for 
public inspection at the Office of the 
Director during regular business hours (7 
CFR 1.27(b)). Consideration will be 
given to the views and comments so 
filed with the Director and to all other 
information available to the U.S. 
Department of Agriculture before final 
determination of the assignment of 
geographic area is made. 

(Secs. 8. 9, 27. Pub. L. 94-582, 90 Slat. 2870. 
2875, 2889 (7 U.S.t. 79. 79a. 74 note)) 

Done In Washington, D.C on: September 6. 
1979. 

L. E. Bartelt, 

Administrator. 

IFR Doc. 79-28278 Filed 9-10-7* 8:45 amj 

BILLING CODE 3410-02-4* 


Rural Electrification Administration 

Tri-State Generation and Transmission 
Association, Inc., Thornton, Colo.; 
Proposed Loan Guarantee 

Under the authority of Public Law 93- 
32 (87 Stat. 65) and in conformance with 
applicable agency policies and 
procedures as set forth in REA Bulletin 
20-22 (Guarantee of Loans for Bulk 
Power Supply Facilities), notice is 
hereby given that the Administrator of 
REA will consider providing a guarantee 
supported by the full faith and credit of 
the United States of America for a loan 
in the approximate amount of 
$23,300,000 to Tri-State Generation and 
Transmission Association. Inc., of 
Thornton, Colorado. These loan funds 
will be used to finance construction of 
an Energy Management System and 
accompanying associated microwave 
communications facilities. 

Legally organized lending agencies 
capable of making, holding and 
servicing the loan proposed to be 
guaranteed may obtain information on 
the proposed project, including the 
engineering and economic feasibility 
studies and the proposed schedule for 
the advances of the guaranteed loan 
funds from Mr. William Mickey. 
Manager, Tri-State Generation and 
Transmission Association. Inc., 12076 
Grant Street, Thornton, Colorado 80241. 

In order to be considered, proposals 
must be submitted (within 30 days from 
the date of the Federal Register 
publication of this notice) to Mr. Mickey. 
The right is reserved to give such 
consideration and make such evaluation 
or other disposition of all proposals 
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received, as Tri-State Generation and 
Transmission Association, Inc. and REA 
deem appropriate. Prospective lenders 
are advised that the guaranteed 
financing for this project is available 
from the Federal Financing Bank under 
a standing agreement with the Rural 
Electrification Administration. 

Copies of REA Bulletin 20-22 are 
available from the Director, Office of 
Information and Public Affairs. Rural 
Electrification Administration, U.S. 
Department of Agriculture, Washington, 
D.C. 20250. 

Dated at Washington, D.C., this 4th day of 
September. 1979. 

Robert W. Feragen, 

A dministrator ; Rural Electrification 
Administration. 

|FR Doc. 79-28151 Filed 9-10-79; 8:45 am| 

BILLING CODE 3410-15-M 


CIVIL AERONAUTICS BOARD 
iDocket 29198; Order 79-9-111 

Alaska Fares Investigation; Order 

Adopted by the Civil Aeronautics 
Board at its office in Washington, D C. 
on the 5th day of September, 1979. 

This proceeding is the outgrowth of a 
series of Board orders suspending 
proposed fare increases in the 
Mainland-Alaska markets and in the 
“nonbush” intra-Alaska markets. Prior 
to the enactment of the Airline 
Deregulation Act of 1978 (ADA), P.L 95- 
504. Administrative Law Judge Stephen 
I Gross issued a four-part initial 
decision 1 in which he costed the two 
major Mainland-Alaska markets 
individually and divided the remaining 
markets into two groups. 2 Judge Gross 
found that the coach fares in the Seattle- 
Anchorage and Chicago-Anchorage 
markets are unlawfully high, but that 
fares in other markets are lawful. The 
Board took review of all parts of the 
Initial Decision and ordered single briefs 
covering all markets. 3 After passage of 
the ADA, it ordered the parties to 
discuss the implications of that statute 
on this proceeding. 4 

Under the Act, the Board no longer 
has authority over the reasonableness of 
rate increases up to five percent above 


1 We adopt the findings and conclusions of the 
Initial decision, except to the extent that they are 
inconsistent with our opinion. It is attached as 
Appendix A (filed as part of the original document). 

J The Ifnitial Decision divided the markets into 
four separate groups: Part l—Seattle-Anchorage; 

Pa t II—Chicago-Anchorage: Part IU—Anchorage- 
New York. Portland. Minneapolis/St. Paul: 
Li:rbanka-New York. Portland; and Kodiak-Seattle; 
Part IV— Seattle-Southeast Alaska and Intra-Alaska 
markets. 

J Orders 78-6-186: 78-7-146. 

‘Hrder 7&-HM18. 


the “standard industry fare level” (SIFL) 
which are filed after July 2,1979 by 
carriers with less than 70 percent of the 
traffic in the market at issue. The SIFL is 
defined in section 1002(d)(6)(A) as ”, . , 
the fare level [as adjusted for inflation) 
in effect on July 1.1977. . , In view of 
the fact that existing fares are only 
marginally higher (less than ten percent) 
than they were on July 1,1977, and the 
intervening inflation has been relatively 
substantial, the Board, as a practical 
matter, no longer possesses the 
authority to find the prevailing fares 
unreasonably high in "competitive” 
markets [i.e. t where carriers have less 
than a 70 percent market share). 

The Judge found the prevailing fares 
to be unreasonably high in both the 
Seattle-Anchorage and Chicago- 
Anchorage markets. At the present time, 
however, it does not appear that any 
carrier has a 70 percent or greater share 
of either market. 5 While the relative 
market shares of competing carriers will 
probably continue to remain fluid, the 
Board cannot, as of July 1, find the fares 
unreasonably high and require 
adjustments. 

As regards any "noncompetitive" 
Mainland-Southeast Alaska and intra- 
Alaska markets which Judge Gross 
found to be marginally above cost, 6 we 
are prepared to accept his findings that 
these fares should not be adjusted 
downwards because of indications that 
a similar result is likely to be 
accomplished through increased 
competition in the near future. 7 * 

For these reasons we have decided to 
terminate this phase of the Alaska Fares 
Investigation with this order, and to 
issue concurrently a Notice of Proposed 
Rulemaking designed to extend our 
policy of increased fare flexibility to 
both U.S. Mainland-Alaska and intra- 
Alaska markets. We believe that this 
represents the best approach toward the 
alignment of fare policies in these 
markets with those in effect in the 
mainland U.S., as well as those 
proposed for Hawaii and Puerto Rico. 6 


4 In establishing the amount of traffic carried by 
each carrier in these two markets, we have looked 

at both total origin and destination single-line 
passengers as a percentage of total city-pair traffic, 
as well as each carrier s relative share of total 
passenger miles. In either case, no single carrier has 
a 70 per cent or greater share of the traffic in either 
market. 

6 These markets include: Anchorage-funeau. 
Seattle-Ketchikan and Seattle-funeau. 

T The Bofcrd has granted additional authority in 
Alaska markets in both the Southeast Alaska 
Service Investigation (Order 79-4-168) and the 

West Coast-Alaska Investigation (Order 79-4-36), 
and is presently considering the question of 
additional authority in the Northwest Alaska 
Service Investigation (Docket 31571). 

• EDR-373. PDR-64, and PSDR-57. 44 FR 18688. 
March 29.1979 (Hawaii markets) and EDR-366, 


In addition, we believe that this 
rulemaking will provide an ultimate 
resolution to the numerous issues of 
pricing policies in the Alaska markets 
which have remained unresolved 
throughout this lengthy proceeding. 

Accordingly, it is ordered that: 1. This 
proceeding be divided *tnto two phases; 
the hearing phase, which consists of the 
record developed to date, and a 
rulemaking phase, to commence with the 
Notice of Proposed Rulemaking EDR- 
388/PSDR-63, which is being issued 
concurrently with this order; 

2. The record thus far developed in 
this proceeding will be considered in the 
rulemaking phase; 

3. The hearing phase of this 
proceeding is terminated. 

By the Civil Aeronautics Board: This 
order shall be published in the Federal 
Register. 9 
Phyllis T. Kaylor, 

Secretary. 

(FR Doc. 79-28218 Filed 9-10-79; 8:45 am| * 

BILLING CODE 6320-01-41 


(Docket 35936] 

Commuter Airlines, Inc., Enforcement 
Proceeding; Prehearing Conference 

Notice is hereby given that a 
prehearing conference will be held in 
the above-entitled matter on October 4, 
1979, at 9:45 a.m. (local time), in Room 
1003. Hearing Room D, North Universal 
Building. 1875 Connecticut Avenue. 

N.W.. Washington, D.C., before the 
undersignal judge. 

Matters to be presented and discussed 
will include simplification of the issues, 
offers of proof and stipulations as to 
facts, authentication of documents, 
future procedural dates, and such other 
matters as will contribute to the orderly 
and prompt conduct of this proceeding. 

Dated at Washington, D.C., September 5. 
1979. 

Elias C. Rodriguez. 

Administrative Law fudge. 

|FR Doc. 79-28217 Filed 9-10-79. 8:45 amj 

BILLING CODE 6320-01-M 


[Docket 33363] 

Former Large Irregular Air Service 
Investigation; Change of Hearing 

The hearing on the application of JFC 
Enterprises, Inc., dba Concord 
International Airlines, heretofore 
continued to 29 October 1979 (44 F.R. 
51632 4 September 1979) is cancelled 


PDR-58, and PSDR-52, 43 FR 51641. Nov. 6.1978 
(Puerto Rico markets). 

•All Members concurred. 
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and advanced to 26 October 1979 at the 
time (9:00 a.m.) and place previously set. 

Dated at Washington. D.C.. 4 September 
1979. 

Rudolf Sobemheim. 

Administrative Law Judge. 

|KR Ooc 79-28218 Filed 9-1Q-79: 8:45 ant] 

81LLING CODE 6320-01-M 


lOrder 79-8-175] 

National Airlines; Application for 
Various Route Authority 

agency: Civil Aeronautics Board. 

action: Notice of Order 79-6-175 
(National Airlines Subpart) Q 
Proceeding, Docket 36495. 

summary: The Board is issuing Order 
79-6-175 to show cause why it should 
not make final its tentative findings with 
respect to National's six applications for 
various route authority filed under our 
expedited procedures (Subpart Q). 
Specifically, the Board tentatively finds 
that it is consistent with the public 
convenience and necessity to award 
National the authority it seeks. 
Furthermore, the tentative findings and 
conclusions will become final if no 
objections are filed. The complete text 
of this order is available as noted 
below.' 

dates: Objections: All interested 
persons having objections to the Board 
issuing the proposed authority shall file 
and serve upon all persons listed below, 
no later than October 9,1979, a 
statement of objections, together with a 
summary of testimony, statistical data, 
and other material expected to be relied 
upon to support the stated objections. 

addresses: Objections should be filed 
in Docket 36495, Docket Section, Civil 
Aeronautics Board, Washington. D.C. 
20428. 

FOR FURTHER INFORMATION CONTACT: 

Ava Kleinman, Bureau of Domestic 
Aviation, Civil Aeronautics Board. 1825 
Connecticut Ayenue, N.W., Washington. 
D.C. 20428 (202) 673-5342. 

SUPPLEMENTARY INFORMATION: 

Objections should be served upon all 
persons listed in the sendee list of 
Docket 36495. 


'Thr markets requested in Nationals six 
applications are as follows: Las Vegas-New York. 
Oallas/Ft. Worth-Los Angeles: Albuquerque-Las 
Vegas/Los Angeles/Salt Lake City: Memphis- 
Denver/Houston: Dallas/Ft. Worth-Phoenix: 
Honolulu San Diego/Denver, 


By the Civil Aeronautics Board: August 31. 
1979. 

Phyllis T. Kaylor, 

Secretary. 

|FR Doc 28215 Filed 9-10-79. 8 45 

BILLING COOE 6320-0 t-M 


COMMISSION ON CIVIL RIGHTS 

Arizona Advisory Committee; Agenda 
and Notice of Open Meeting 

Notice is hereby given, pursuant to the 
provisions of the Rules and Regulations 
of the U.S. Commission on Civil Rights, 
that a planning and briefing session of 
the Arizona Advisory Committee (SAC) 
of the Commission will convene at 7:00 
pm and will end at 9:00 pm, on 
September 25,1979, at the Adams Hotel, 
111 North Central Avenue, Room 519, 
Phoenix, Arizona. 

Persons wishing to attend this open 
meeting should contact the Committee 
Chairperson, or the Western Regional 
Office of the Commission, 312 North 
Spring Street. Room 1015, Los Angeles, 
California 90012. 

The purpose of this meeting is for a 
briefing session in preparation for 
September 26,1979 consultation on 
housing needs for minorities. 

This meeting will be conducted 
pursuant to the provisions of the Rules 
and Regulations of the Commission. 

Dated at Washington. D.C.. September 5. 
*1979. 

John I. Binkley, 

Advisory Committee Management Officer. 

|FR Doc. 79-28201 Filed 9-10-79. 8:45 amj 

BILLING CODE 6335-01-M 


Arizona Advisory Committee; Agenda 
and Notice of Open Meeting 

Notice is hereby given, pursuant to the 
provisions of the Rules and Regulations 
of the U.S. Commission on Civil Rights, 
that a conference of the Arizona 
Advisory Committee (SAC) of the 
Commission will convene at 9:00 am and 
will end at 1:00 pm, on September 26. 
1979. at the Adams Hotel. Ill North 
Central Avenue, Maricopa Room, 
Phoenix, Arizona. 

Persons wishing to attend this open 
meeting should contact the Committee 
Chairperson, or the Western Regional 
Office of the Commission, 312 North 
Spring Street. Room 1015, Los Angeles. 
California 90012. 

The purpose of this meeting is for a 
one-day consultation on housing needs 
for minorities in Arizona. 

This meeting will be conducted 
pursuant to the provisions of the Rules 
and Regulations of the Commission. 


Dated at Washington. D.C.. September 5, 
1979. 

John I. Binkley. 

Advisory Committee Management Officer. 

|FR Doc 79-28202 Filed 9-10-79. 8 45 ami 

BILLING CODE 6335-01-M 


Arizona Advisory Committee; Agenda 
and Notice of Open Meeting 

Notice is hereby given, pursuant to the 
provisions of the Rules and Regulations 
of the U.S. Commission on Civil Rights, 
that a planning and briefing session of 
the Arizona Advisory Committee (SAC) 
of the Commission will copvene at 7:00 
pm and will end at 9:00 ffm. on 
September 27,1979, at the Marriott 
Hotel, 180 West Broadway. The Durango 
Room. Tucson. Arizona 85701. 

Persons wishing to attend this open 
meeting should contact the Committee 
Chairperson, or the Western Regional 
Office of the Commission. 312 North 
Spring Street, Room 1015, Los Angeles, 
California 90012. 

The purpose of this meeting is for a 
briefing session in preparation for 
September 28,1979 consultation on 
housing needs for minorities. 

This meeting will be conducted 
pursuant to the provisions of the Rules 
and Regulations of the Commission. 

Dated at Washington. D.C.. September 6. 
1979. 

John I. Binkley. 

Advisory r Committee Management Officer. 

|FR Doc. 28203 Filed 9-10-79 8 45 am| 

BILLING CODE 6335-01-M 


Arizona Advisory Committee; Agenda 
and Notice of Open Meeting 

Notice is hereby given, pursuant to the 
provisions of the Rules and Regulations 
of the U.S. Commission on Civil Rights, 
that a conference of the Arizona 
Advisory Committee (SAC) of the 
Commission will convene at 9:00 am and 
will end at 1:00 pm. on September 28. 
1979. at the Federal Building, 301 West 
Congress, Room 4 B, Tucson. Arizona 
85701. 

Persons wishing to attend this open 
meeting should contact the Committee 
Chairperson, or the Western Regional 
Office of the Commission. 312 North 
Spring Street. Room 1015, Los Angeles, 
California 90012. 

The purpose of this meeting is for a 
one-day consultation on housing needs 
for minorities in Arizona. 

This meeting will be conducted 
pursuant to the provisions of the Rules 
and Regulations of the Commission. 
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Dated at Washington, D.C., September 6. 
1979. 

John I. Binkley, 

Advisory Committee Management Officer. 

[FR Doc. 79-28204 Filed 9-10-79. 8:45 am] 

BILLING CODE 6335-01-M 


South Dakota Advisory Committee; 
Agenda and Notice of Open Meeting 

Notice is hereby given, pursuant to the 
provisions of the Rules and Regulations 
of the U.S. Commission on Civil Rights, 
that a planning meeting of the South 
Dakota Advisory Committee (SAC) of 
the Commission will convene at 7:30 pm 
and will end at 9:30 pm, on September 

27.1979, and will convene at 9:00 am 
and will end at 4:00 pm on September 

28.1979, at the Airport Holiday Inn, 1301 
W. Russell, Sioux Falls, South Dakota. 

Persons wishing to attend this open 
meeting should contact the Committee 
Chairperson, or the Rocky Mountain 
Regional Office of the Commission, 
Executive Tower Inn, Suite 1700,1405 
Curtis Street. Denver, Colorado 80202. 

The purpose of this meeting is to plan 
Committee activities for the forthcoming 
year. 

This meeting will be conducted 
pursuant to the provisions of the Rules 
and Regulations of the Commission. 

Dated at Washington, D.C., September 5, 

1979. 

John I. Binkley, 

Advisory Committee Management Officer. 

(FR Doc. 79-28205 Filed 9-10-79 8:45 am) 

BILLING CODE 6335-Ot-M 


Texas Advisory Committee; Meeting 
Amendment 

Notice is hereby given, pursuant to the 
provisions of the Rules and Regulations 
of the U.S. Commission on Civil Rights 
that a planning meeting of the Texas 
Advisory Committee (SAC) of the 
Commission originally scheduled for 
September 27-28,1979. at McAllen, 
Texas, (FR Doc. 79-25452 on page 48309) 
has been changed. 

'The meeting now will be held on 
September 27,1979, beginning at 9:00 am 
and will end at 6:00 pm, at the Rodeway 
Inn, (Room will be designated later), 

6201 Gateway (West), El Paso, Texas 
70025. 

Dated At Washington. D C., September 4, 

1979. 

John I. Binkley, 

Advisory Committee Management Officer. 

(PR Doc. 79-28208 Filed 9-10-79 8:45 am] 

BILLING CODE 8335-01-M 


Wyoming Advisory Committee; 

Agenda and Notice of Open Meeting 

Notice is hereby given, pursuant to the 
provisions of the Rules and Regulations 
of the U.S. Commission on Civil Rights, 
that a planning meeting of the Wyoming 
Advisory Committee (SAC) of the 
Commission will convene at 9:00 am and 
will end at 3:00 pm, on September 24, 
1979, at the Sullivan County Library, 
Second and Durbin, Casper. Wyoming 
82601. 

Persons wishing to attend this open 
meeting should contact the Committee 
Chairperson, or the Rocky Mountain 
Regional Office of the Commission. 
Executive Tower Inn, Suite 1700,1405 
Curtis Street, Denver. Colorado 80202. 

The purpose of this meeting is to plan 
forthcoming activities. 

This meeting will be conducted 
pursuant to the provisions of the Rules 
and Regulations of the Commission. 

Dated At Washington, D.C., September 4. 
1979. 

John I. Binkley, 

Advisory Committee Management Officer. 

[FR Doc. 79-28207 Filed 9-10-79 8:45 am| 

BILUNG C00E 6335-01-M 


DEPARTMENT OF COMMERCE 
Foreign-Trade Zones Board 
[Docket No. 8-79) 

Greater Cincinnati Foreign-Trade Zone 
Inc., Cincinnati, Ohio; Application for 
Expansion of Foreign-Trade Subzone 
No. 46-A at the General Electric 
Company Facility in Evendale, Ohio 

Notice is hereby given that an 
application has been submitted to the 
Foreign-Trade Zones Board (the Board) 
by the Greater Cincinnati Foreign-Trade 
Zone Inc. (GCFTZ), a nonprofit 
corporation and grantee of Foreign- 
Trade Zones 46 and 47 in the Greater 
Cincinnati area, requesting authority for 
the expansion of Foreign-Trade Subzone 
No. 46-A at the General Electric aircraft 
engine and testing plant in Evendale, 
Ohio, within the Cincinnati Customs 
port of entry. The application was 
submitted pursuant to the provisions of 
the Foreign-Trade Zones Act of 1934, as 
amended (19 U.S.C. 81), and the 
regulations of the Board (15 CFR Part 
400). It was formally filed on September 

4.1979. GCFTZ is authorized to make 
the application under House Bill 200 of 
the Laws of Ohio of 1977. 

In January 1979 (44 FR 4003) the Board 
approved a 15-acre section within the 
General Electric plant for subzone 
activity. 


The present proposal calls for the 
expansion of the subzone area to 
include the entire 279-acre plant. 

The reason given for the expansion is 
that the aircraft engine parts for which 
zone procedures are needed move at 
various times throughout the entire 
plant. Also, GE manufactures marine 
and industrial gas turbine engines at this 
facility and the Firm wishes to use zone 
procedures for this product line, which 
also is heavily exported. 

In accordance with the Board s 
regulations, an Examiners Committee 
has been appointed to investigate the 
application and report to the Board. The 
committee consists of Hugh J. Dolan 
(Chairman), Office of the Secretary, U.S. 
Department of Commerce, Washington. 
D.C. 20230; Donald L. Cavanaugh. 
District Director, U.S. Customs Service. 
55 Erieview Plaza, Cleveland. Ohio 
44114; and Colonel Thomas P. Nack, 
District Engineer. U.S. Army Engineer 
District Louisville, P.O. Box 59, 
Louisville, Kentucky 40201. 

Comments concerning the proposed 
expansion are invited in writing from 
interested persons and organizations. 
Comments should be addressed to the 
Board’s Executive Secretary at the 
address below and be postmarked on or 
before September 25,1979. 

A copy of the application for 
expansion Filed by GCFTZ is available 
for public inspection at each of the 
following locations: 

Office of the Director, U.S. Department of 
Commerce District Office. 10504 Federal 
Office Building, 550 Main Street. 

Cincinnati, Ohio 45202. 

Office of the Executive Secretary, Foreign- 
Trade Zones Board, U.S. Department of 
Commerce, Room 6886-B. Washington. D C. 
20230. 

Dated: September 5,1979. 

John J. Da Ponte. Jr, 

Executive Secretary, Foreign-Trade Zones 
Board. 

[FR Doc. 79-28131 Filed 9-19-79 8:45 amj 

BILLING COOE 3510-25-M 


National Technical Information Service 

Edwards Laboratories; Intent To Grant 
Limited Exclusive Patent License 

Notice is hereby given that the 
National Technical Information Service 
(NTIS) proposes to grant to Edwards 
Laboratories (Edwards) of Santa Ana. 
California 92711, a division of American 
Hospital Supply Corporation of 1780 
Ridge Avenue, Evanston, Illinois 60201, 
a limited exclusive right in the United 
States and in some or all of a group of 
foreign countries including Canada, 
France, Federal Republic of Germany, 
Great Britain, Japan and the 
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Netherlands for the manufacture, use 
and sale and for the granting of 
sublicenses for the manufacture, use and 
sale of the products embodied in the 
following two inventions disclosed in 
two U.S. patent applications and any 
foreign patents and patent application 
counterparts thereof in countries listed 
herein of: 

(1) “Fiber Optic pH Probe,” disclosed 
in U.S. Patent Application No. 855,384 
filed November 28,1977. 

(2) “Dye Fixation by 
Copolymerization,” disclosed in U.S. 
Patent Application No. 855,397, filed 
November 28,1977. 

Both patent'applications have been 
assigned to the United States of 
America, as represented by the 
Secretary. Health Education and 
Welfare. Custody of the rights to each of 
these inventions have been transferred 
to the Secretary of Commerce. 

Copies of the U.S. Patent Applications 
listed herein can be obtained from the 
Office of Government Inventions and 
Patents, National Technical Information 
Service. U.S. Department of Commerce. 
P.O. Box 1423, Springfield. Virginia 
22151. 

With respect to each U.S. 
Government-owned invention identified 
herein, a public announcement stating 
that the invention was available for 
licensing in the United States and 
perhaps also in foreign countries was 
published in the Federal Register (FR) 
and two other publications shortly after 
each U.S. Patent Application was 
issued. The announcement for each 
invention was made more than six 
months prior to this notice. The Patent 
Applications were announced in the 
Federal Register of June 8,1978. p. 24887. 
In addition, with respect to each 
invention identified herein, NTIS has 
undertaken promotional efforts designed 
to encourage applications for licenses 
from U.S. companies to practice these 
inventions. To date, these promotional 
efforts have not resulted in the request 
for, or granting of any nonexclusive 
licenses under these patents. 

It has been determined therefore, in 
accordance with the Federal Property 
Management Regulations for Licensing 
(41 CFR 101—4.103.3) that these 
inventions are available for limited 
exclusive license. 

The proposed limited exclusive 
license to be granted by NTIS to 
Edwards will be a royalty-bearing 
license for a term of five years from the 
date of New Drug Approval in the 
United States as to the U.S. license and 
five years from first commercial sale in 
any licensed foreign country as to each 
foreign country licensed, but no longer 
than eight years from the effective date 


of the license agreement as to any 
country. The license may be revoked by 
NTJS in accordance with Title 41 CFR 
101-4.1. 

The proposed limited exclusive 
license granted to Edwards will be 
subject to an irrevocable, nonexclusive, 
nontransferable, royalty-free right in the 
U.S. Government to make, use or sell the 
licensed invention throughout the world 
by or through contract on behalf of the 
U.S. Government or any foreign 
government pursuant to a treaty or 
agreement with the United States. 

The proposed limited exclusive 
license will be granted by NTIS to 
Edwards unless within sixty (60) days 
from the date of publication of this 
notice in the Federal Register, NTIS 
receives (1) an application for a 
nonexclusive license from a responsible 
U.S. applicant to practice the inventions 
identified herein in the United States or 
the foreign countries listed herein and 
NTIS determines that such applicant has 
already brought or is likely to bring the 
inventions to the point of practical 
application within a reasonable period 
under a nonexclusive license: or (2) 
written evidence and argument which 
establishes that it would not be in the 
public interest to grant the proposed 
limited exclusive license to Edwards. 

Written data, inquiries comments or 
objections concerning this proposed 
limited exclusive license should be 
submitted to the Office of Government 
Inventions and Patents. National 
Technical Information Service. 
Springfield. VA 22161. NTIS shall 
maintain and make available for public 
inspection a record of all decisions 
made in this matter and the basis 
therefore. This record shall contain 
copies of all written data, inquiries, 
comments, or objections received by 
NTIS and pertaining to the proposed 
limited exclusive license. 

Dated: August 15.1979. 

Melvin S. Day, 

Director, National Technical In formation 
Service. 

jFR Doc 79-28132 Filed 9-10-79 8 45 «tm| 

BILLING CODE 3510-04-M 


Industry and Trade Administration 

Management-Labor Textile Advisory 
Committee; Public Meeting 

Pursuant to Section 10(a)(2) of the 
Federal Advisory Committee Act, 5 
U.S.C. App. (1976). notice is hereby 
given that a meeting of the Management- 
Labor Textile Advisory Committee will 
be held on September 26,1979. at 1:30 
p.m. in Room 6802. Department of 


Commerce. 14th & Constitution Avenue. 
N.W r .. Washington. D. C. 20230. 

The Committee was established by 
the Secretary of Commerce on October 
18, 1961 to advise U. S. Government 
officials on problems and conditions in 
the textile and apparel industry and 
furnish information on world trade in 
textiles and apparel. 

The agenda for the meeting will be as 
follows: 

1. Review of import trends. 

2. Implementation of textile agreements. 

3. Report on conditions in the domestic 
market. 

4. Other business. 

A limited number of seats will be 
available to the public on a first-come 
basis. The public may file written 
statements with the Committee before or 
after each meeting. Oral statements may 
be presented at the end of the meeting to 
the extent time is available. 

Copies of the minutes of the meeting 
will be made available on written 
request addressed to the ITA Freedom 
of Information Officer. Industry and 
Trade Administration. Records 
Inspection Facility. Room 3012. U. S. 
Department of Commerce, Washington. 
D. C. 20230. 

Further information concerning the 
Committee may be obtained from Arthur 
Garel, Director, Office of Textiles, U. S. 
Department of Commerce, Washington. 
D. C. 20230, telephone 202/377-5078. 

Dated: September 6.1979. 

Edward Gottfried. 

Acting Director. Office of Textiles. 

(FR Doc. 79-26285 Filed 9-19-79; 8:45 am| 

BILUNG CODE 3510-25-M 


COMMITTEE FOR THE 
IMPLEMENTATION OF TEXTILE 
AGREEMENTS 

Announcing Additional Import 
Controls on Certain Cotton, Wool and 
Man-Made Fiber Textile Products From 
the Republic of the Philippines 

September 6.1979. 
agency: Committee for the 
Implementation of Textile Agreements. 
action: Controlling cotton gloves and 
mittens in Category 331: other wool 
apparel, such as mufflers, scarves or 
shawls, among others, in Category 459; 
knit shirts and blouses of man-made 
fibers in Category 638/639; and men's 
and boys’ woven shirts of man-made 
fibers in Category 640 during the twelve¬ 
month period which began on January 1. 
1979. (A detailed description of the 
textile categories in terms of T.S.U.S.A. 
numbers was published in the Federal 
Register on January 4. 1978 (43 FR 884), 
as amended on January 25. 1978 (43 FR 
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3421). March 3.1978 (43 FR 8828). June 

22.1978 (43 FR 26773), September 5,1978 
(43 FR 39408), January 2,1979 (44 FR 94), 
March 22.1979 (44 FR 17545), and April 

12.1979 (44 FR 21843)). 

summary: Under the terms of the 
Bilateral Cotton, Wool and Man-Made 
Fiber Textile Agreement of August 22 
and 24.1978. as amended, between the 
Governments of the United States and 
the Republic the Philippines, the United 
States Government has decided to 
control imports of cotton, wool and 
man-made fiber textile products in 
Categories 331, 459, 638/639, and 640, 
produced or manufactured in the 
Philippines and exported to the United 
States during the twelve-month period 
which began on January 1,1979, in 
addition to those categories previously 
designated. (See 44 FR 92). 

EFFECTIVE date: September 12,1979. 

FOR FURTHER INFORMATION CONTACT. 
Carl Ruths, International Trade 
Specialist, Office of Textiles, U.S. 
Department of Commerce, Washington, 
D.C. 20230 (202/377-5423). 
SUPPLEMENTARY INFORMATION: On 
January 2,1979, there was published in 
the Federal Register (44 FR 92) a letter 
dated December 27,1978 from the 
Chairman of the Committee for the 
Implementation of Textile Agreements 
to the Commissioner of Customs, which 
established levels of restraint for certain 
specified categories of cotton, wool and 
man-made fiber textile products, 
produced or manufactured in the 
Philippines, which may be entered into 
the United States for consumption or 
withdrawn from warehouse for 
consumption during the twelve-month 
period which began on January 1,1979 
and extends through December 31,1979. 
Under the terms of the bilateral 
agreement, the United States 
Government has decided also to control 
imports of cotton, wool, and man-made 
fiber textile products in Cats. 331, 459, 
638/639, and 640 during that same 
period. 

Accordingly, in the letter published 
below the Chairman of the Committee 
for the Implementation of Textile 
Agreements directs the Commissioner of 
Customs to prohibit entry into the 
United States for consumption, or 
withdrawal from warehouse for 
consumption, of cotton, wool and man¬ 
made fiber textile products in Categories 
331, 459, 638/639, and 640 in excess of 
the designated twelve-month levels of 
restraint. The levels of restraint have 
not been adjusted to account for any 
imports after December 31,1978. The 
level for Category 459 is 74,425 dozen 
including 1978 overshipment charges. 


Imports in the four categories during the 
period which began on January 1,1979 
and extends through the effective date 
of this action will be charged. 

Paul T. O’Day, 

Acting Chairman , Committee for the 
Implementation of Textile Agreements. 

Committee For The Implementation of Textile 
Agreements 

September 6,1979. 

Commissioner of Customs, 

Department of the Treasury. 

Washington. D.C. 20229, 

Dear Mr. Commissioner. This directive 
amends, but does not cancel, the directive 
issued to you on December 27.1978 by the 
Chairman, Committee for the Implementation 
of Textile Agreements, concerning imports 
into the United States of certain cotton, wool, 
and man-made fiber textile products, 
produced or manufactured in the Philippines. 

Under the terms of the Arrangement 
Regarding International Trade in Textiles 
done at Geneva on December 20.1973, as 
extended on December 15,1977; pursuant to 
the Bilaterial Cotton, Wool and Man-Made 
Fiber Textile Agreement on August 22 and 24, 
1977, as amended, between the Governments 
of the United States and the Republic of the 
Philippines; and in accordance with the 
provisions of Executive Order 11651 of March 
3,1972, as amended by Executive Order 
11951 of January 6,1977, you are directed to 
prohibit, effective on September 12.1979 and 
for the twelve-month period beginning on 
January 1,1979 and extending through 
December 31.1979, entry into the United 
States for consumption and withdrawal from 
warehouse for consumption of cotton, wool 
an man-made fiber textile products in 
Categories 331. 459, 638/639 and 640, 
produced or manufactured in the Philippines, 
in excess of the following level of restraint: 

Category 12-month level of 

restraint ' 

331 . ..........—.— -- 568.011 doz. prs. 

459 - 74.425 lbs. 

638/639 --- 788,310 doz. 

640 - 90,343 doz. 


‘The level of restraint has not been adjusted to reflect any 
Imports after December 31,1978. 

Textile products in the foregoing categories 
which have been exported to the United 
States prior to January 1,1979 shall not be 
subject to this directive. 

Textile products in the foregoing categories 
which have been released from the custody 
of the U.S. Customs Service under the 
provisions of 19 U.S.C. 1448(b) or 
1484(a)(1)(A) prior to the effective date of this 
directive shall not be denied entry under this 
directive. 

A detailed description of the textile 
categories in terms of T.S.U.S.A. numbers 
was published in the Federal Register on 
January 4.1978 (43 FR 884), as amended on 
January 25,1978 (43 FR 3421), March 3.1978 
(43 FR 8828). June 22.1978 (43 FR 26773). 
September 5.1978 (43 FR 39408). January 2, 
1979 (44 FR 94). March 22,1979 (44 FR 17545). 
and April 12,1979 (44 FR 21843). 

In carrying out the above directions, entry 
into the United States for consumption shall 
be construed to include entry for 
consumption into the Commonwealth of 
Puerto Rico. 


The actions taken with respect to the 
Government of the Republic of the 
Philippines and with respect to imports of 
cotton, wool and man-made fiber textile 
products from the Philippines have been 
determined by the Committee for the 
Implementation of Textile Agreements to 
involve foreign affairs functions of the United 
States. Therefore, the directions to the 
Commissioner of Customs, which are 
necessary for the implementation of such 
actions, fall within the foreign affairs 
exception to the rule-making provisions of 5 
U.S.C. 553. This letter will be published in the 
Federal Register. 

Sincerely, 

Paul T. O’Day, 

Acting Chairman, Committee for the 
Implementation of Textile Agreements. 

(FR Doc 79-28284 Filed 9-10-79; fr.45 am] 

BILLING CODE 3510-25-41 


CONSUMER PRODUCT SAFETY 
COMMISSION 

l Petition No. CP 78-7] 

Lawn Trimmers and Edgers 

agency: Consumer Product Safety 
Commission. 

action: Denial of petition._ 

summary: The Commission denies a 
petition requesting it to establish a 
consumer product safety rule for lawn 
trimmers and edgers in order to reduce 
the risk of injury from objects thrown by 
trimmers and edgers. The Commission 
denies the petition because it has 
insufficient data to conclude that a 
mandatory standard is necessary. 

FOR FURTHER INFORMATION CONTACT*. -- 
William F. Kitzes, Office of Program 
Management, Consumer Product Safety 
Commission, Washington. D.C. 20207 
(301-492-6557). 

SUPPLEMENTARY INFORMATION: Section 
10 of the Consumer Product Safety Act 
(CPSA), 15 U.S.C. 2059, provides that 
any interested person may petition the 
Consumer Product Safety Commission 
(CPSC) to begin a proceeding to issue, 
amend, or revoke a consumer product 
safety standard or ban. Section 10 also 
provides that if the Commission denies 
such a petition, it shall publish its 
reasons for denial in the Federal 
Register. 

On November 3.1977, Gerald L. Price, 
Esq., petitioned the Commission to issue 
standards for gasoline and electric 
power lawn edgers which would reduce 
the risk of injury from objects thrown by 
these devices and would require 
warnings or instructions for the user to 
use a face mask or goggles when using a 
lawn trimmer or edger. Mr. Price had 
represented a man who was hit in the 
eye by a nail propelled by an edger. The 
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petition stated that the blade guard on 
the edger was inadequate and that the 
products are not provided with warnings 
or instructions for the user to wear a 
face mask or safety goggles when using 
the product 

In analyzing this petition, the 
Commission considered injury 
information, economic and engineering 
data, and applicable voluntary 
standards. 

These products have a rotating metal 
blade. If the blade strikes a foreign 
object such as a stone, nail, or piece of 
wire, the object may be forcefully 
propelled by the impact of the blade. 

The Commission has 9 investigation 
reports, collected over the last five 
years, of injuries incurred when lawn 
trimmer/edgers threw foreign objects. 
Some of the involved edgerB might be 
expected to have a reduced risk of 
throwing foreign objects if additional 
shielding were provided. 

Also, the Commission receives daily 
reports of consumer product related 
injuries from a national sample of 119 
hospital emergency rooms. Based on 
data from these hospitals, the 
Commission estimates that in 1977 about 
175 thrown objects injuries associated 
with all powered lawn trimming and 
edging equipment were treated in 
hospital emergency rooms. 

The Commission’s information 
indicates that about 200,000 electric and 
gasoline powered trimmers, edgers and 
trimmer/edgers of the type for which the 
petitioner has sought Commission action 
are produced annually. This production 
has declined rapidly in the last few 
years as the direct result of the 
increased sales of electric filament line 
type trimmers. 

The Commission notes that 
Underwriters Laboratories has a 
voluntary standard (UL 82) which 
incorporates blade guarding 
requirements for electric trimmers, 
edgers. and trimmer/edgers. This 
voluntary industry standard addresses 
the risk of injury alleged by the 
petitioner for electric devices, which are 
believed to represent about three- 
fourths of all lawn trimmers and edgers. 
Underwriters Laboratories and the 
Outdoor Power Equipment Institute 
have indicated their willingness to 
develop a voluntary standard applicable 
to gas powered trimmers and edgers. 

Conclusion 

Based on the relatively small number 
of injuries caused by thrown objects 
from trimmers and edgers and the 
declining production of these products, 
and after considering the Commission’s 
resources available for rulemaking for 
all consumer products, the Commission 


concludes that the available information 
is insufficient to determine that 
mandatory requirements for lawn 
trimmers and edgers are resonably 
necessary. Therefore, the Commission 
has denied the petition. 

However, the Commission's staff - 
intends to monitor the Underwriters 
Laboratories and the Outdoor Power 
Equipment Institute effort to develop a 
voluntary standard for gasoline lawn 
trimmers and edgers. 

Copies of the petition and the staffs 
briefing package to the Commission may 
be obtained from the Office of the 
Secretary, Consumer Product Safety 
Commission, 111118th Street, N.W. 
Washington, D.C. 20207. 

Dated: September 5,1979. 

Sadye E. Dunn, 

Secretary. Consumer Product Safety 
Commission. 

(FR Doc 79-28143 Filed 9-10-79; 8 45 ua\ 

BILLING CODE 6355-01-11 


DEPARTMENT OF DEFENSE 

Department of the Army 

Board of Visitors, United States 
Military Academy; Open Meeting 

In accordance with Section 10(a)(2) of 
the Federal Advisory Committee Act 
(P.L 92-463), announcement is made of 
the following meeting: 

Name of Committee: Board of Visitors, 
United States 

Dates of Meeting: 27—29 Sep 79 
Place of Meeting: West Point, New York 
Time: At West Point: 2030-2230, 27 Sep, 
Organizational Meeting, Hotel Thayer; 
0830-1400. 28 Sep, Curriculum Review 
(Cadet Library); 1400-1700, 28 Sep. 
Board Discussions (Cadet Library); 
and 0800-1100, 29 Sep, Briefing by 
Commandant and Board Discussions 
(Commandant’s Conference Room, 
Bldg. 745) 

Proposed Agenda: Inquiry into the 
curriculum and other matters relating 
to the Military Academy that the 
Board decides to consider. 

All proceedings are open. For further 
information, contact LTC Kermit M. 
Henninger, United States Military 
Academy, West Point New York, 
telephone 914-938-2785/4723. 

For the Board of Visitors. 

Kermit M. Henninger, 

LTC, GS. Executive Secretary 1979 Board of 
Visitors. 

(FR Doc. 79-28142 Filed 9-10-79:8:45 am] 

BILLING COOE 3710-0*41 


DEPARTMENT OF ENERGY 

Economic Regulatory Administration 

Analysis of Refiners’ No. 2 Distillate 
Costs and Revenues: July 1976— 
December 1978; Postponment of 
Public Hearing 

AGENCY: Economic Regulatory 
Administration; Department of Energy. 
action: Notice of Postponement of 
Public Hearing. 

summary: The Economic Regulatory 
Administration of the Department of 
Energy hereby gives notice of the 
postponement of the public hearing 
previously set forth in a Notice of Public 
Hearing issued on July 22,1979 (44 FR 
43761, July 26.1979). 

The Economic Regulatory 
Administration has secured updated 
information from participating refiners 
for the period January 1979 through June 
1979 and will shortly issue an analysis 
of refiners* No. 2 distillate costs and 
revenues since deregulation to include 
that period. The purpose of the 
postponement is to provide all 
participants in the proceeding with the 
opportunity to review the updated 
analysis prior to the conduct of the 
hearing. In addition to the issues set 
forth in the July 22 notice, the hearing 
will be expanded to include 
consideration of the methodolgy and 
conclusions of the updated analysis. The 
hearing originally scheduled for 
September 13,1979, is hereby 
rescheduled for September 26,1979. 
dates: Hearing Date: September 26, 
1979. 9:30 a.m. Hearing Location: Room 
2105, 2000 M Street NW., Washington. 
D.C. 20461. 

FOR FURTHER INFORMATION CONTACT: 

Mrs. Debra Kidwell (Public Hearing 
Management), 2000 M Street NW.. 
Washington. D.C. 20461. (202) 254-5201. 
William Gillespie, Economic Regulatory 
Administration, 2000 M Street NW.. 
Washington. D.C. 20461. (202) 632-6140. 
William Mayo Lee (Office of General 
Counsel). Department of Energy. 1000 
Independence Avenue SW„ Room 6A-127, 
Washington. D.C. 20585, (202) 252-6754. 

Issued in Washington, D.C M 
September 7.1979. 

David J. Bardin. 

Administrator, Economic Regulatory 
Administration. 

|FR Doc. 79-28361 Filed 9-10-79, 6 46 am) 

BILLING COOE 6450-01- U 


Gas Engine and Compressor Service; 
Action Taken on Consent Order 

agency: Economic Regulatory 
Administration, Department of Energy. 
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action: Notice of Action taken and 
opportunity for comment on Consent 
Order. 

summary: The Economic Regulatory 
Administration (ERA) of the Department 
of Energy (DOE) announces action taken 
to execute a Consent Order and 
provides an opportunity for public 
comment on the Consent Order and on 
potential claims against the refunds 
deposited in an escrow account 
established pursuant to the Consent 
Order. 

dates: Effective date: August 28,1979. 
Comments by: October 10,1979. 
address: Send comments to: Wayne I. 
Tucker, District Manager of 
Enforcement, Southwest District Office, 
Department of Energy, P.O. Box 35228, 
Dallas, Texas 75235. 

FOR FURTHER INFORMATION CONTACT: 
Wayne I. Tucker. District Manager of 
Enforcement. Southwest District Office, 
Department of Energy, P.O. Box 35228, 
Dallas, Texas 75235 [phone] 214/767- 
7745. 

SUPPLEMENTARY INFORMATION: On 

August 28.1979, the Office of 
Enforcement of the ERA executed a 
Consent Order with Gas Engine and 
Compressor Service of Longview, Texas. 
Under 10 C.F.R. 205.199j(b). a Consent 
Order which involves a sum of less than 
$500,000 in the aggregate, excluding 
penalties and interest, becomes effective 
upon its execution. 

Because the DOE and Gas Engine and 
Compressor Service wish to 
expeditiously resolve this matter as 
agreed and to avoid delay in the 
payment of refunds, the DOE has 
determined that it is in the public 
interest to make the Consent Order with 
Gas Engine and Compressor Service 
effective as of the date of its execution 
by the DOE and Gas Engine and 
Compressor Service. 

I. The Consent Order 

Gas Engine and Compressor Service, 
with its home office in Longview, Texas, 
is a firm engaged in the production of 
natural gas liquids, and is subject to the 
Mandatory Petroleum Price and 
Allocation Regulations at 10 C.F.R., 

Parts 210, 211, 212. To resolve certain 
civil actions which could be brought by 
the Office of Enforcement of the 
Economic Regulatory Administration as 
a result of its audit of sales of NGL’s, the 
Office of Enforcement, ERA, and Gas 
Engine and Compressor Service entered 
into a Consent Order, the significant 
terms of which are as follows: 

1. The period covered by the audit 
was September 1973 through December 
1976, and it included all sales of a mixed 


NGL stream to Wanda Petroleum and 
Martin Gas Sales Company. 

2. Gas Engine and Compressor Service 
improperly applied the provisions of 6 
C.F.R., Part 150, Subpart L, and 10 C.F.R.. 
Part 212, Subparts E and K, when 
determining the prices to be charged for 
its NGL’s. and as a consequence the 
above firms were overcharged on some 
of their purchases. 

3. Gas Engine and Compressor Service 
agrees to refund to the DOE $51,400, 
including interest and penalty, within 30 
days of the effective date of this 
Consent Order, August 28,1979. 

4. The provisions of 10 C.F.R. 205.199J, 
including the publication of this Notice, 
are applicable to the Consent Order. 

II. Disposition of Refunded Overcharges 

In this Consent Order, Gas Engine and 
Compressor Service agrees to refund, in 
full settlement of any civil liability with 
respect to actions which might be 
brought by the Office of Enforcement, 
ERA, arising out of the transactions 
specified in 1,1, above, the sum of 
$51,400 within 30 days of the effective 
date of the Consent Order. Refunded 
overcharges will be in the form of a 
certified check made payable to the 
United States Department of Energy and 
will be delivered to the Assistant 
Administrator for Enforcement, ERA. 
These funds will remain in a suitable 
account pending the determination of 
their proper disposition. 

The DOE intends to distribute the 
refund amounts in a just and equitable 
manner in accordance with applicable 
laws and regulations. Accordingly, 
distribution of such refunded 
overcharges requires that only those 
“persons” (as defined at 10 C.F.R. 205.2) 
who actually suffered a loss as a result 
of the transactions described in the 
Consent Order receive appropriate 
refunds. Because of the petroleum 
industry’s complex marketing system, it 
is likely that overcharges have either 
been passed through as higher prices to 
subsequent purchasers or offset through 
devices such as the Old Oil Allocation 
(Entitlements) Program, 10 C.F.R. 211.67. 
In fact, the adverse effects of the 
overcharges may have become so 
diffused that it is a practical 
impossibility to identify specific, 
adversely affected persons, in which 
case disposition of the refunds will be 
made in the general public interest by 
an appropriate means such as payment 
to the Treasury of the United States 
pursuant to 10 C.F.R. 205.1991(a). 

III. Submission of Written Comments 

A. Potential Claimants: Interested 
persons who believe that they have a 
claim to all or a portion of the refund 


amount should provide written 
notification of the claim to the ERA at 
this time. Proof of claims is not now 
being required. Written notification to 
the ERA at this time is requested 
primarily for the purpose of identifying 
valid potential claims to the refund 
amount. After potential claims are 
identified, procedures for the making of 
proof of claims may be established. 
Failure by a person to provide written 
notification of a potential claims within 
the comment period for this Notice may 
result in the DOE irrevocably disbursing 
the funds to other claimants or to the 
general public interest. 

B. Other Comments: The ERA invites 
interested persons to comment on the 
terms, conditions, or procedural aspects 
of this Consent Order. 

You should send your comment or 
written notification of a claim to Wayne 
I. Tucker. District Manager of 
Enforcement, Southwest District Office. 
Department of Energy, P.O. Box 34228, 
Dallas, Texas. You may obtain a free 
copy of this Consent Order by writing to 
the same address or by calling 214/767- 
7745. 

You should identify your comments or 
written notification of a claim on the 
outside of your envelope and on the 
documents you submit with the 
designation, “Comments on Gas Engine 
and Compressor Service Consent 
Order.” We will consider all comments 
we receive by 4:30 p.m. local time, on 
October 10.1979. You should identify 
any information or data which, in your 
opinion, is confidential and submit it in 
accordance with the procedures in 10 

C.F.R. 205.9(f). 

Issued in Dallas, Texas on the 28th day of 
August 1979. 

Wayne I. Tucker, 

District Manager of Enforcement. Southwest 
District Office. Economic Regulatory 
Administration. 

(FR Doc. 28148 Filed 9-10-79; 8:45 am| 

BILUNG CODE S450-01-M 


[ERA Case No. 65003-9033-01-77; Docket 
No. ERA-FC-79-002J 

Swift Creek Unit S/N 99726, 

Occidental Chemical Co. 

agency: Economic Regulatory 
Administration Department of Energy. 
action: Determination to Classify the 
Occidental Chemical Company Swift 
Creek Installation as an Existing 
Facility. 

summary: On April 26.1979, Occidental 
Chemical Company (Occidental) 
requested the Economic Regulatory 
Administration (ERA) of the Department 
of Energy (DOE) to classify its Swift 
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Creek Chemical Complex boiler as an 
existing facility pursuant to § 515.13 of 
the Revised Interim Rule to Permit 
Classification of Certain Powerplants 
and Installations as Existing Facilities 
(Revised Interim Rule) issued by ERA on 
March 15.1979. (44 FR 17464) and 
pursuant to the provisions of the 
Powerplant and Industrial Fuel Use Act 
of 1978.42 U.S.C. 8301 et seq. (FUA). 

ERA has completed its analysis of 
Occidental's request and has 
determined that Occidental has 
satisfactorily demonstrated that it 
would suffer a significant operational 
detriment under the criteria prescribed 
in § 515.13(b) of the Revised Interim 
Rule. 

ERA has determined that Occidental's 
Swift Creek Unit S/N 99726 is an 
“existing” facility and is therefore 
subject to the provisions of Title III of 
FUA. 

FOR FURTHER INFORMATION CONTACT: 

William L. Webb (Office of Public 
Information). Economic Regulatory 
Administration. Department of Energy. 

2000 M Street. NW., Room B-110. 
Washington. D.C. 20461, Telephone: •{202) 
634-2170. 

Constance L. Buckley. Chief. New MF13I 
Branch. Office of Fuels Conversion. 
Economic Regulatory Administration, 
Department of Energy. 2000 M Street. NW.. 
Room 312a Washington. D.C. 20461, 
Telephone: (202) 254-7814. 

G. Randolph Comstock. Deputy Counsel for 
Coal Regulations, Office of General 
Counsel Department of Energy. 1200 
Pennsylvania Avenue. NW.. Room 7134. 
Washington. D.C. 20461. Telephone: (202) 
633-8820. 

Robert L Davies. Acting Assistant. 
Administrator, Office of Fuels Conversion. 
Economic Regulatory Administration, 
Department of Energy, 2000 M Street. NW., 
Room 3128-L, Washington. D.C. 20481, 
Telephone: (202) 254-7442. 

SUPPLEMENTARY INFORMATION: 

(1) On April 26.1979, pursuant to 
ERA’S Revised Interim Rule to Permit 
Classification of Certain Powerplants 
and Installations as Existing Facilities 
issued by ERA on March 15, 1979. 
Occidental requested ERA to classify 
Occidental’s Swift Creek boiler S/N 
99726 as an “existing” facility. A 
conference was held on April 26.1979. 
at Occidental's request. On July 20.1979. 
ERA published a summary of 
Occidentals request for classification in 
the Federal Register (44 FR 42758) and 
requested comments by interested 
persons on or before August 13,1979. No 
comments were received other than 
minor corrections of the notice 
information furnished by Occidental. 

(2) A copy of ERA'S Summary of 
Analysis relating to Significant 
Operational Detriment is available for 


examination in the Office of Public 
Information, at the above address. 

Issued in Washington. D.C. September 4, 
1979. 

Robert L. Davies, 

Acting Assistant Administrator. Office of 
Fuels Conversion. Economic Regulatory 
Administration. 

|FR Doc. 79-28150 Filed 9-10-79: 8:4$ am] 

BILLING CODE 64SO-Q1-M 


Tom Davis and Charles Forbes, d.b.a. 
Davis & Forbes; Proposed Remedial 
Order 

Pursuant to 10 C.F.R. 5 205.192(c). the 
Economic Regulatory Administration 
(ERA) of the Department of Energy 
hereby gives notice of a Proposed 
Remedial Order which was issued to 
Tom Davis and Charles Forbes d/b/a— 
Davis & Forbes, P.O. Box 354, 
Hebbronville, Texas 78361. This 
Proposed Remedial Order charges Davis 
& Forbes with pricing violations in the 
amount of $599,382.43. connected with 
the sale of domestic crude oil during the 
time period November 1, 1973. through 
April 30, 1978. in the State of Texas. 

A copy of the Proposed Remedial 
Order, with confidential information 
deleted, may be obtained from Wayne A 
Tucker, District Manager of 
Enforcement, P.O. Box 35228, Dallas, 
Texas 75235, phone [214/767-7745]. 
Within 15 days of publication of this 
notice, any aggrieved person may file a 
Notice of Objection with the Office of 
Hearings and Appeals. 2000 M Street, 
NW.. Washington, D.C. 20461, in 
accordance with 10 C.F.R. § 205.193. 

Issued in Dallas, Texas, on the 27th day of 
August 1979. 

Herbert F. Buchanan, 

Deputy District Manager of Enforcement 
Southwest District 

]FR Doc- "9-28149 Filed 9-10-79; 8:45 *fl)| 

BILLING CODE 4450-01-11 


Liquid Products Recovery, Inc.; Action 
Taken on Consent Order 

AGENCY: Economic Regulatory 
Administration. Department of Energy. 
action: Notice of Action taken and 
opportunity for comment on Consent 
Order. 

summary: The Economic Regulatory 
Administration (ERA) of the Department 
of Energy (DOE) announces action taken 
to execute a Consent Order and 
provides an opportunity for public 
comment on the Consent Order and on 
potential claims against the refunds 
deposited in an escrow account 
established pursuant to the Consent 
Order. 


dates: Effective date: August 28,1979. 
Comments by: October 11.1979. 

ADDRESS: Send comments to: Wayne I. 
Tucker, District Manager of 
Enforcement, Southwest District Office, 
Department of Energy. P.O. Box 35228, 
Dallas. Texas 75235. 

FOR FURTHER INFORMATION CONTACT: 
Wayne I. Tucker. District Manager of 
Enforcement. Southwest District Office, 
Department of Energy. P.O. Box 35228. 
Dallas, Texas 75235 [phonej 214/767- 
7745. 

SUPPLEMENTARY INFORMATION: On 

August 28.1979. the Office of 
Enforcement of the ERA executed a 
Consent Order with Liquid Products 
Recovery. Inc. of Houston. Texas. Under 
10 CFR 205.199J(b). a Consent Order 
which involves a sum of less than 
$500,000 in the aggregate, excluding 
penalties and interest, becomes effective 
upon its execution. 

Because the DOE and Liquid Products 
Recovery, Inc. wish to expeditiously 
resolve this matter as agreed and to 
avoid delay in the payment of refunds, 
the DOE had determined that it is in the 
public interest to make the Consent 
Order with Liquid Products Recovery. 
Inc. effective as of the date of its 
execution by the DOE and Liquid 
Products Recovery, Inc. 

I. The Consent Order 

Liquid Products Recovery. Inc., with 
its home office in Houston. Texas, is a 
firm engaged in the production and sale 
of natural gas liquids and a natural gas 
liquid product, and is subject to the 
Mandatory Petroleum Price and 
Allocation Regulations at 10 CFR. Parts 
210, 211, 212. To resolve certain civil 
actions which could be brought by the 
Office of Enforcement of the Economic 
Regulatory Administration as a result of 
its audit of sales of NGL's and the NGL 
product, the Office of Enforcement. ERA. 
and Liquid Products Recovery, Inc. 
entered into a Consent Order, the 
significant terms of which are as 
follows: 

1. The period covered by the audit 
was September 1973 through July 1976, 
and it included all sales of a mixed NGL 
stream primarily to Wanda Petroleum 
and sales of a natural gas liquid product 
to various customers. 

2. Liquid Products Recovery. Inc. 
improperly applied the provisions of 6 
CFT* Part 150, Subpart L, and 10 CFR 
Part 212, Subparts E and K, when 
determining the prices to be charged for 
its NGL and NGL product and as a 
consequence overcharged certain of its 
customers on some of their purchases. 

3. liquid Products Recovery. Inc. 
agrees to refund to the DOE $62,500, 
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including interest and penalty. Of this 
amount, $5,208.33 will be refunded on 
October 1,1979. The remaining amount 
will be refunded as 11 payments of 
$5,208.33 each, due the first day of each 
month thereafter until the full amount is 
paid. 

4. The provisions of 10 CFR 205.199J, 
including the publication of this Notice, 
are applicable to the Consent Order. 

II. Disposition of Refunded Overcharges 

in this Consent Order, Liquid Products 
Recovery, Inc. agrees to refund, in full 
settlement of any civil liability with 
respect to actions which might be 
brought by the Office of Enforcement, 
ERA, arising out of the transactions 
specified in 1.1. above, the sum of 
$62,500 in the manner specified in I. 3. 
above. Refunded ovecharges will be in 
the form of certified checks made 
payable to the United States 
Department of Energy and will be 
delivered to the Assistant Administrator 
for Enforcement, ERA. These funds will 
remain in a suitable account pending the 
determination of their proper 
disposition. 

The DOE intends to distribute the 
refund amounts in a just and equitable 
manner in accordance with applicable 
laws and regulations. Accordingly, 
distribution of such refunded 
overcharges requires that only those 
“persons" (as defined at 10 CFR 205.2) 
who actually suffered a loss as a result 
of the transactions described in the 
Consent Order receive appropriate 
refunds. Because of the petroleum 
industry’s complex marketing system, it 
is likely that overcharges have either 
been passed through as higher prices to 
subsequent purchasers or offset through 
devices such as the Old Oil Allocation 
(Entitlements) Program. 10 CFR 211.67. 
in fact, the adverse effects of the 
overcharges may have become so 
diffused that it is a practical 
impossibility to identify specific, 
adversely affected persons, in which 
case disposition of the refunds will be 
made in the general public interest by 
an appropriate means such as payment 
to the Treasury of the United States 
pursuant to 10 CFR 205.1991(a). 

III. Submission of Written Comments 

A. Potential Claimants. Interested 
persons who believe that they have a 
claim to all or a portion of the refund 
amount should provide written 
notification of the claim to the ERA at 
this time. Proof of claims is not now 
being required. Written notification to 
the FRA at this time is requested 
primarily for the purpose of identifying 
valid potential claims to the refund 
amount. After potential claims are 


identified, procedures for the making of 
claims may be established. Failure by a 
person to provide written notification of 
a potential claim within the comment 
period for this Notice may result in the 
DOE irrevocably disbursing the funds to 
other claimants or to the general public 
interest. 

B. Other Comments. The ERA invites 
interested persons to comment on the 
terms, conditions, or procedural aspects 
of this Consent Order. 

You should send your comments or 
written notification of a claim to Wayne 

I. Tucker, District Manager of 
Enforcement. Southwest District Office. 
Department of Energy, P.O. Box 35228, 
Dallas, Texas. You may obtain a free 
copy of this Consent Order by writing to 
the same address or by calling 214/767- 
7745. 

You should identify your comments or 
written notification of a claim on the 
outside of your envelope and on the 
documents you submit with the 
designation, “Comments on Liquid 
Products Recovery, Inc., Consent 
Order." We will consider all comments 
we receive by 4:30 p.m. local time, on 
October 11,1979. You should identfiy 
any information or data which, in your 
opinion, is confidential and submit it in 
accordance with the procedures in 10 

C.F.R. 205.9(f)' 

Issued in Dallas. Texas on the 29th day of 
August 1979. 

Wayne I. Tucker. 

District Manager of Enforcement . Southwest 
District Office, Economic Regulatory 
Administration. 

|FR Doc. 79-28283 Filed 9-10-79; 8:45 am] 

BILLING CODE 6450-01-41 


Perry Gas Processors, Inc.; Action 
Taken on Consent Order 

agency: Economic Regulatory 
Administration, Department of Energy. 
action: Notice of Action taken and 
opportunity for comment on Consent 
Order. 


summary: The Economic Regulatory 
Administration (ERA) of the Department 
of Energy (DOE) announces action taken 
to execute a Consent Order and 
provides an opportunity for public 
comment on the Consent Order and on 
potential claims against the refunds 
deposited in an escrow account 
established pursuant to the Consent 
Order. 

OATES: Effective date: August 13.1979. 
Comments by: October 11,1979. 
address: Send comments to: Wayne I. 
Tucker, District Manager of 
Enforcement, Southwest District Office, 


Department of Energy. P.O. Box 35228, 
Dallas. Texas 75235. 

FOR FURTHER INFORMATION CONTACT: 

Wayne I. Tucker, District Manager of 
Enforcement, Southwest District Office, 
Department of Energy, P.O. Box 35228, 
Dallas, Texas 75235 [phone] 214/767- 
7745. 

SUPPLEMENTARY INFORMATION: On 

August 13.1979, the Office of 
Enforcement of the ERA executed a 
Consent Order with Perry Gas 
Processors. Inc. of Odessa, Texas. Under 
10 C.F.R 205.199j(b). a Consent Order 
which involves a sum of less than 
$500,000 in the aggregate, excluding 
penalties and interest, becomes effective 
upon its execution. 

Because the DOE and Perry Gas 
Processors, Inc. wish to expeditiously 
resolve this matter as agreed and to 
avoid delay in the payment of refunds, 
the DOE has determined that it is in the 
public interest to make theConsent 
Order with Perry Gas Processors, Inc. 
effective as of the date of its execution 
by the DOE and Perry Gas Processors, 
Inc. 

I. The Consent Order 

Perry Gas Processors, Inc., with its 
home office in Odessa, Texas, is a firm 
engaged in the production and sale of 
natural gasoline and plant condensate, 
and is subject to the Mandatory 
Petroleum Price and Allocation 
Regulations at 10 CFR Parts 210, 211, 

212. To resolve certain civil actions 
which could be brought by the Office of 
Enforcement, ERA, and Perry Gas 
Processors, Inc. entered into a Consent 
Order, the significant terms of which are 
as follows: 

1. The period covered by the audit 
was September 1973 through August 
1975, and it included all sales of the 
natural gas liquid product—natural 
gasoline, to Shell Oil Company and all 
sales of condensate to Tesoro Crude Oil 
Company, and the permian Corporation. 

2. Perry Gas Processors. Inc. 
improperly applied the provisions of 6 
CFR Part 150. Subpart L, and 10 C.F.R., 
Part 212, Subparts D, E, and K, when 
determining the prices to be charged for 
its NGL product and condensate and. as 
a consequence, the above firms were 
overcharged on some of their purchases. 

3. Perry Gas Processors, Inc. agrees to 
refund to the DOE $38,000 within 30 
days of the effective date of the Consent 
Order. August 13,1979. 

4. The provisions of 10 CFR 205.199J, 
including the publication of this Notice, 
are applicable to the Consent Order. 
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II. Disposition of Refunded Overcharges 

In this Consent Order, Perry Gas 
Processors. Inc. agrees to refund, in full 
settlement of any civil liability with 
respect to actions which might be 
brought by the Office of enforcement, 
ERA. arising out of the transactions 
specified in 1.1 above, the sum of 
$38,000 within 30 days of the effective 
date of the Consent Order. Refunded 
overcharges will be in the form of a 
certified check made payable to the 
United States Department of Energy and 
will be delivered to the Assistant 
Administrator for Enforcement. ERA. 
These funds will remain in a suitable 
account pending the determination of 
their proper disposition. 

The DOE intends to distribute the 
refund amounts in a just and equitable 
manner in accordance with applicable 
laws and regulations. Accordingly, 
distribution of such refunded 
overcharges requires that only those 
“persons" (as defined at 10 CFR 205.2) 
who actually suffered a loss as a result 
of the transactions described in the 
Consent Order receive appropriate 
refunds. Because of the petroleum 
industry’s complex marketing system, it 
is likely that overcharges have either 
been passed through as higher prices to 
subsequent purchasers or offset through 
devices such as the Old Oil Allocation 
(entitlements) Program, 10 CFR 211.67. In 
fact, the adverse effects of the 
overcharges may have become so 
diffused that it is a practical 
impossibility to identify specific, 
adversely affected persons, in which 
case disposition of the refunds will be 
made in the general public interest by 
an appropriate means such as payment 
to the Treasury of the United States 
pursuant to 10 CFR 205.1991(a). 

III. Submission of Written Comments 

A. Potential Claimants: Interested 
persons who believe that they have a 
claim to all or a portion of the refunds 
amount should provide written 
notification of the claim to the ERA at 
this time. Proof of claims is not now 
being required. Written notification to 
the ERA at this time is requested 
primarily for the purpose of identifying 
valid potential claims to the refund 
amount. After potential claims are 
identified, procedures for the making of 
proof of claims may be established. 
Failure by a person to provide written 
notification of a potential claim within 
the comment period for this Notice may 
result in the DOE irrevocably disbursing 
the funds to other claimants or to the 
general public interest. 

B. Other Comments: The ERA invites 
interested persons to comment on the 


terms, conditions, or procedural aspects 
of this Consent Order. 

You should send your comments or 
written notification of a claim to Wayne 
I. Tucker. District Manager of 
Enforcement, Southwest District Office, 
Department of Energy, P.O. Box 35228, 
Dallas, Texas. You may obtain a free 
copy of this Consent Order by writing to 
the same address or by calling 214/767- 
7745. 

You should identify your comments or 
written notification of a claim on the 
outside of your envelope and on the 
documents you submit with the 
designation, “Comments on Perry Gas 
Processors, Inc. Consent Order." We 
will consider all comments we receive 
by 4:30 p.m. local time, on October 11. 
1979. You should identify any 
information or data which, in your 
opinion, is confidential and submit it in 
accordance with the procedures in 10 
CFR 205.9(f). 

Issued in Dallas. Texas on the 31st day of 
August 1979. 

Wayne I. Tucker, 

District Manager of Enforcement. Southwest 
District Office. Economic Regulatory 
A dministration. 

(FR Doc. 79-28282 Filed 9-10-79; 8:45 an] 

BILLING CODE 6450-01-M 


Federal Energy Regulatory 
Commission 

(Docket No. ER79-619] 

Arizona Public Service Co.; Filing of 
Service Schedule to Power 
Coordination Agreement 

September 5,1979 

The filing Company submits the 
following: 

Take notice that on August 24,1979. 
Arizona Public Service Company (APS) 
tendered for filing a Service Schedule J 
of the Power Coordination Agreement 
between APS and Tucson Gas & Electric 
Company (TG&E). The Coordination 
Agreement is APS Rate Schedule FPC 
No. 32. The filing was made pursuant to 
§ 35.12 since the filing represents a new 
service. Early approval and waiver of 
Section 35.3 is requested by TG&E as 
construction is required for performance 
of this Service Schedule. 

Any person desiring to be heard or to 
protest said filing sould file a petition to 
intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, NE. Washington. 
DC 20426, in accordance with Sections 
1.8 and 1.10 of the Commission’9 Rules 
of Practice and Procedure (18 CFR 1.8, 
1.10). Protests will be September 25,1979, 
considered by the Commission in 


determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 
must file a petition to intervene. Copies 
of this filing are on file with the 
Commission and are available for public 
inspection. 

Kenneth F. Plumb, 

Secretary. 

(FR Doc. 79-28256 Filed 9-10-79. 8:45 am] 

BILLING COOE 6450-01-M 


(Docket Nos. RP74-61 (PGA79-2); RP79-53 
(LFUTA79-2)] 

Arkansas Louisiana Gas Co.; Filing of 
Revised Tariff Sheet Reflecting 
Purchased Gas Cost Adjustment and 
Louisiana First Use Tax Adjustment 

September 5,1979. 

Take notice that on August 29, 1979 
Arkansas Louisiana Gas Company 
(Arkla) tendered for filing 20th Revised 
Sheet No. 4 to its FERC Gas Tariff First 
Revised Volume No. 1, Rate Schedule 
No. G-2, to become effective October 1, 
1979. 

Arkla states that the purpose of 20th 
Revised Sheet No. 4 is to track producer 
and pipeline supplier price changes as of 
October 1,1979 and to recover the 
accumulated deferred purchased gas 
costs as of June 30,1979. through unit 
rate adjustments computed pursuant to 
provisions of Arkla’s purchased gas cost 
adjustment clause. Said tariff sheet also 
reflects a revision in the Louisiana First 
Use Tax for the six month period 
beginning October 1,1979 computed in 
accordance with the provisions of 
Arkla’s Louisiana First Use Tax Clause 
contained in its Rate Schedule No. G-2. 

Arkla also states that copies of the 
revised tariff sheet and supporting data 
are being mailed to Arkla’s 
jurisdictional customers and other 
interested parties affected by this tariff 
change. 

Any person desiring to be heard or to 
protest said filing should file a Petition 
to Intervene or Protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street. N.E., Washington, 
D.C. 20426, in accordance with Sections 
1.8 and 1.10 of the Commission’s Rules 
of Practice and Procedure (18 CFR 1.8. 
1.10). All such petitions or protests 
should be filed on or before September 
21,1979. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a Petition to 
Intervene. Copies of this filing are on file 
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with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

IF-R Doc. 79-28257 Filed 9-10-79; 8:45 utn| 

BILLING COO£ 6450-01-M 


| Docket No. ER79-626) 

Boston Edison Co.; Proposed Rate 
Schedule Change 

September 5.1979 

The filing Company submits the 
following: 

Take notice that on August 20.1979 
Boston Edison Company (“Edison”) 
tendered for filing one revised Exhibit A 
and four supplemental Exhibit A’s to a 
Service Agreement for the Town of 
Reading. Massachusetts, under its FERC 
Electric Tariff. Original Volume No. Ill, 
Non-Firm Transmission Service ("the 
Tariff'). The Exhibit A’s specify the 
amount and duration of transmission 
service required by Reading under the 
Tariff. 

Edison requests an effective date for 
the Exhibit A’s of November 1,1979. the 
date on which service commences. 

Edison states that it has served the 
filing on the Town of Reading and the 
Massachusetts Department of Public 
Utilities. 

Any person desiring to be heard or to 
protest said application should file a 
petition to intervene or protest with the 
Federal Energy Regulatory Commission. 
825 North Capitol Street. N.E., 
Washington, D.C. 20426, in accordance 
with §§ 1.8 and 1.10 of the Commission’s 
Rules of Practice and Procedure (18 CFR 
1.8.1.10). All such petitions or protests 
should be filed on or before September 
25, 1979. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a petition to 
intervene. Copies of this application are 
on file with the Commission and are 
available for public inspection. 

Kouneth F. Plumb, 

Secretary. 

ire Doc. 79-28256 Filed 9-JO-79. 8:45 «m| 

BILLING CODE 6450-01-M 


l Docket No. CP79-2051 

Colorado Interstate Gas Co.; 
Amendment 

August 31.1979 

Take notice that on August 14,1979. 
Colorado Interstate Gas Company 
(CIC), P.O. Box 1087, Colorado Springs, 
Colorado 80944, filed in Docket No. 


CP79-205 an amendment to its pending 
application filed in said docket pursuant 
to section 7(c) of the Natural Gas Act for 
a certificate of public convenience and 
necessity to provide for the exchange, 
on a gas-for-gas basis, of natural gas 
delivered by CIG to Natural Gas 
Pipeline Company of America (Natural) 
and gas delivered by Natural to CIG. all 
as more fully set forth in the amendment 
which is on file with the Commission 
and open to public inspection. 

CIG requested authorization in the 
pending application in Docket No. CP79- 
205 for the transportation and exchange 
of gas with Natural pursuant to a 
twenty-year gas transportation and 
exchange agreement dated December 29. 
1978. The transportation and exchange 
would initially be from certain sources 
of supply set forth in the agreement. CIG 
also requested authorization for the 
transportation of gas on a systemwide 
basis from any sources of supply the 
acquiring party may develop or acquire 
in proximity to the other party’s existing 
• or future pipeline system and that the 
parties mutually agree to connect by * 
revision of Exhibit A of the agreement. 
Each party would pay the appropriate 
average system transportation fee for all 
gas transported. 

By the instant filing, CIG proposes to 
amend its application to apply a 
transportation charge only to “Net 
Delivery Volumes;” that is, volumes of 
gas in excess of thermally equivalent 
exchange volumes between Natural’s 
Amarillo system and CIG’s system. The 
appropriate transportation charge would 
be assessed for any gas delivered by 
CIG to Natural’s Gulf Coast system. 
Further, Natural’s offshore facilities 
have been excluded from the agreement 
pursuant to this amendment. 

Any person desiring to be heard or to 
make any protest with reference to said 
amendment should on or before 
September 18,1979. file with the Federal 
Energy Regulatory Commission. 
Washington. D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission’s Rules. All persons 


who have heretofore filed need not file 
again. 

Kenneth F. Plumb. 

Secretary. 

|FR Doc. 79-28259 Tiled 9-19-79. 8.45 am] 

BILLING CODE 6450-01-M 


(Docket No. RP79-59) 

Colorado Interstate Gas Co., Revised 
Changes in Rates 

September 5.1979 

Take notice that Colorado Interstate 
Gas Company (CIG) on August 31,1979, 
tendered for filing proposed changes in 
its FERC Gas Tariff, Original Volume 
Nos. 1 and 2. 

The purpose of the filing is to comply 
with the directive stated in ordering 
Paragraph (E) of the Commission's 
Order of May 1,1979, requiring CIG (1) 
to eliminate from Docket No. RP79-59 all 
costs associa|ed with facilities which 
have not been certificated and placed in 
service by September 30,1979, and (2) to 
reflect in Docket No.HP79-59 the actual 
balances of advance payments in 
Account 166 as of September 30.1979. 

As a result of this filing, the 
jurisdictional cost of service in Docket 
No. RP79-59 will be reduced by 
approximately $.7 million. 

Replacement Substitute Fourth 
Revised Sheet Nos. 7 and 8 are proposed 
to be substituted for and to replace 
Substitute Fourth Revised Sheet Nos. 7 
and 8. as filed with the Commission on 
August 15,1979, in Docket No. RP72-122 
(PGA79-2). CIG requests that 
Replacement Substitute Fourth Revised 
Sheet Nos. 7 and 8 be made effective as 
of October 1,1979, the date previously 
provided for in Docket No. RP79-59. 

Replacement Second Revised Sheet 
Nos. 187, 251, and 330, reflecting the 
adjusted transportation rates contained 
in Rate Schedules X-14, X-19, and X-25, 
were also tendered for filing with a 
requested effective date of October 1, 
1979. 

Copies of this filing have been served 
upon the Company’s jurisdictional 
customers and upon interested bodies. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, N.E., Washington, 
D.C. 20426, in accordance with Sections 
1.8 and 1.10 of the Commission's Rules 
of Practice and Procedure (18 CFR 1.8, 
1.10). All such petitions or protests 
should be filed on or before September 
21,1979. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken but will 
not serve to make protestants parties to 
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the proceeding. Any person wishing to 
become a party must file a petition to 
intervene. Copies of this filing are on Hie 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc. 70-28260 filed 9-10-79:8:45 am) 

BILLING CODE 6450-01-M 


I Docket No. SA79-15] 

Colorado Interstate Gas Co., Request 
for Adjustment of Final Regulations 
Implementing Section 401 of the 
Natural Gas Policy Act of 1978 

August 28.1979 

Take notice that on August 8,1979, 
Colorado Interstate Gas Company 
(CIG). filed in Docket No. SA79-15. an 
application pursuant to Section 1.41 of 
the Federal Energy Regulatory 
Commission’s (Commission) Rules of 
Practice and Procedure (18 CFR 1.41) 
requesting that the Commission’s 
Director, Office of Producer and Pipeline 
Regulation issue an order extending by 
one year the time in which CIG must file 
tariff sheets and supporting materials in 
accordance with Section 281.204 of the 
Commission’s Regulations and also 
requests the Commission construe CIG’s 
Motion For Extension of Time filed on 
July 24,1979 in Docket No. RM79-15 as a 
part of the instant request, all as more 
fully set forth in the application which is 
on file with the Commission and open to 
public inspection. 

Section 281.204 of the Commission’s 
Regulations requires the filing of tariff 
sheets regarding curtailment plans, the 
Filing of indices of entitlements 
regarding high-priority and essential 
agricultural users, the attribution of 
natural gas, and the establishment of a 
Data Verification Committee. CIG states 
it has diligently attempted to comply 
with Order No. 29. CIG also states that 
its present curtailment plan does not call 
for the collection of end-use data and 
that CIG’s customers have responded 
saying they require more time to supply 
the data in response to Order No. 29. 

CIG further alleges that its April 1979 
Form 16 projects no firm curtailment 
over the next winter heating season. If 
granted the one year extension CIG 
states it will continue to pursue the 
formulation of a curtailment plan which 
is acceptable to it, its customers and in 
compliance with Order No. 29. CIG 
states it believes such a plan would 
likely avoid the hearings or other formal 
proceedings which could result if CIG 
were required to file an Order No. 29 
plan by October 1,1979. 


Vol. 44, No. 177 / Tuesday, September 11, 1979 / Notices 


Any person desiring to participate in 
this adjustment proceeding shall file 
with the Federal Energy Regulatory 
Commission, 825 North Capitol Street, 
N.E.. Washington, D C. 20426, a petition 
to intervene in accordance with the 
provisions of Section 1.41 of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.41). All petitions to 
intervene must be filed on or before 
September 26,1979. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc 79-28261 filed 9-10-79; &45 «m) 

BILLING CODE 6450-01-M 


[Docket Nos. CP71-68, et al.; RP79-73; 
RP79-72] 

Columbia LNG Corp., et al., 
Consolidated Gas Supply Corp., 
Southern Natural Gas Co.; Tariff Sheet 
Filing 

September 4.1979 

Take notice that Southern Natural 
Gas Company (Southern) on August 27, 
1979, tendered for the filing a tariff sheet 
to its FPC Gas Tariff. Sixth Revised 
Volume No. 1 in compliance with the 
Federal Energy Regulatory 
Commission’s (Commission) Suspension 
Order of June 29.1979 in the above- 
captioned dockets. 

Southern states that the rate change 
reflects an increase in the cost of 
purchasing regasified LNG from 
Southern Energy Company as a result of 
the Economic Regulatory 
Administration’s Order of August 22, 
1979 in ERA Docket No. 79-14-LNG 
Approving in Part an Application for 
Amendments to Import Authorization 
and for Interim Relief, and Granting 
Intervention. 

Copies of the filing have been served 
upon Southern’s jurisdictional customers 
and interested state public service 
commissions. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, N.E., Washington, 
D.C. 20426, in accordance with Sections 
1.8 and 1.10 of the Commission’s Rules 
of Practice and Procedure (18 CFR 1.8, 
1.10). All such petitions or protests 
should be filed on or before September 
18,1979. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a petition to 
intervene. Copies of this filing are on file 


with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc. 79-28244 Filed 9-10-79; 8:45 um| 

BILLING COOE 6450-01-M 


[Docket No. ER79-622I 

The Connecticut Light and Power Co.; 
Amendment to Purchase Agreement 

September 5,1979 

The filing Company submits the 
following: 

Take notice that on August 27,1979, 
The Connecticut Light and Power 
Company (CL&P) tendered for filing a 
proposed Amendment to Purchase 
Agreement With Respect to Various Gas 
Turbine Units (I) (Amendment) dated 
May 1,1977 between (1) CL&P, The 
Hartford Electric Light Company 
(HELCO) and Western Massachusetts 
Electric Company (WMECO), and (2) 
Vermont Electric Cooperative. Inc. 
(VEC). 

CL&P states that the Amendment 
provides for an increase in Purchase 
Percentages to be purchased by VEC for 
the periods from November 1,1979 to 
October 31,1982. 

CL&P requests that, in order to permit 
VEC to receive the needed additional 
capacity and energy pursuant to the 
terms of the Amendment and to allow 
W'MECO to receive payment for such 
capacity and energy permit the 
Amendment filed to become effective on 
November 1,1979 

HELCO and WMECO have filed 
certificates of concurrence in this 
docket. 

CL&P states that copies of this rate 
schedule have been mailed or delivered 
to CL&P, Hartford. Connecticut, HELCO, 
Hartford. Connecticut, WMECO, West 
Springfield, Massachusetts and VEC. 
Johnson, Vermont. 

CL&P also states that no facilities are 
to be installed or modified in order to 
supply the service to be furnished under 
the Amendment. 

CL&P further states that the filing is in 
accordance with part 35 of the 
Commission’s Regulations. 

Any person desiring to be heard or to 
protest said application should file a 
petition to intervene or protest with the 
Federal Energy Regulatory Commission, 
825 North Capitol Street, N.E., 
Washington, D.C. 20426, in accordance 
with Sections 1.8 and 1.10 of the 
Commission’s Rules of Practice and 
Procedures (18 CFR1.8,1.10). All such 
petitions or protests should be filed on 
or before September 25,1979. Protests 
will be considered by the Commission in 
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determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceedings. 
Any person wishing to become a party 
must file a petition to intervene. Copies 
of this application are on file with the 
Commission and are available for public 
inspection. 

Kenneth F. Plumb, 

Secretory. 

IKR Doc. 79-28262 Filed 9-10-79; 8:45 am| 

BILLING COOE 6450-01-M 


(Docket No. ER79-6201 
Consumers Power Co.; Filing 
September 5, 1979 

The filing Company submits the 
following: 

fake notice that Consumers Power 
Company on August 27,1979 tendered 
for filing a Service Agreement for 
Wholesale for Resale Electric Service, 
dated August 8,1979, between 
Consumers Power Company 
( Consumers Power’*) and the City of 
Charlevoix. Michigan (“Charlevoix”). 
The Service Agreement became 
effective on August 8,1979 and on that 
date supplanted a prior contract 
between the two parties, dated 
September 30,1975, designated 
Consumers Power Company Rate 
Schedule FERC Electric Tariff Original 
Volume No. 1. The initial term of the 
Service Agreement is three years from 
and after the effective date. 

Consumers Power states that the new 
contract is necessitated by a request 
from Charlevoix to Consumers Power to 
provide a capacity reservation increase 
from 7,000 kW to 8,600 kW, which 
increase required modifications in 
Consumers Power's existing Charlevoix 
Substation. 

Consumers Power states that the 
initial rates and charges under the 
Service Agreement are those presently 
in effect for service to its wholesale 
jurisdictional customer class. 

Any person desiring to be heard or to 
protest said Agreement should file a 
petition to intervene or protest with the 
Federal Energy Regulatory Commission. 
H25 North Capitol Street, NE, 
Washington, DC 20426, in accordance 
with Sections 1.8 and 1.10 of the 
Commission's Rules of Practice and 
Procedure (18 CFR 1.8 and 1.10). All such 
petitions or protests should be filed by 
or before September 25,1979. Protests 
will be considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 

Any person wishing to become a party 
must file a petition to intervene. Copies 


of said Agreement are on file with the 
Commission and are available for public 
inspection. 

Kenneth F. Plumb, 

Secretary. 

(FR Doc 79-28263 Filed 9-10-79 8 45 am| 

BILLING CODE 6450-01-M 


I Docket No. CP74-126] 

El Paso Natural Gas Co.; Petition to 
Amend 

August 31. 1979 

Take notice that on July 19.1979, El 
Paso Natural Gas Company (El Paso), 
P.O. Box 1492. El Paso. Texas 79978. 
filed in Docket No. CP74-126, a petition 
to amend the order of April 2.1975 1 
issuing a certificate of public 
convenience and necessity in the instant 
docket pursuant to Section 7(c) of the 
Natural Gas Act by authorizing the 
establishment of certain new exchange 
and balancing points between El Paso 
and Natural Gas Pipeline Company of 
America (Natural), all as more fully set 
forth in the petition to amend which is 
on file with the Commission and open 
for public inspection. 

El Paso and Natural are authorized to 
exchange natural gas in quantities of up 
to 65,000 Mcf per day, pursuant to the 
order of April 2. 1975. 

El Paso states that it has been advised 
by Natural that Natural has acquired 
additional natural gas supplies in Lea 
and Eddy Counties. New Mexico, which 
Natural would cause to be delivered to 
El Paso under an existing exchange 
arrangement. Such additional natural 
gas supplies are situated in close 
proximity to El Paso’s existing gathering 
systems located in Lea and Eddy 
Counties, New Mexico. 

In addition, El Paso has advised 
Natural that El Paso has natural gas 
available in Roosevelt County, New 
Mexico, and Washita County. 

Oklahoma, which it would cause to be 
delivered to Natural under the existing 
exchange arrangement. Such natural gas 
is located in close proximity to Natural’s 
existing gathering systems located in 
Roosevelt County. New Mexico, and 
Washita County. Oklahoma. 

The petition further indicated that in 
order that Natural and El Paso may each 
obtain the additional volumes of natural 
gus available to them for use on their 
respective systems. El Paso and natural 
have executed amendatory agreement 
No. 12. dated June 22.1979. amending 
the gas exchange agreement dated 
September 24. 1973, to provide for. inter 


* This proceeding was commenced before the 
KPC. By join! regulation of October 1 . 1977 (10 CFR 
1000.1). it was transferred to the FERC. 


olio, certain new exchange arrangement 
and balancing points under the 
authorized exchange arrangement and 
to establish on area of interest for future 
exchange deliveries. The proposed 
additional exchange points are 
identified as the Lea No. 5 Exchange 
Point, the Lea No. 6 Exchange Point, the 
Eddy No, 8 Exchange Point and the Eddy 
No. 9 Exchange Point Deliveries of 
natural gas to El Paso for Natural’s 
account at such exchange points would 
be commingled with natural gas 
purchased by El Paso and delivered into 
El Paso’s existing gathering system 
through common measurement facilities 
installed, owned and operated by El 
Paso: therefore, no additional facilities 
would be required by Natural at such 
exchange points, the petition further 
asserts. 

Further, Natural and El Paso have 
utilized an existing authorized point of 
interconnection between their 
respective pipeline systems located in 
Reeves County. Texas (Worsham 
Exchange Point), as an alternate 
exchange balancing point and as a point 
of delivery by Natural to El Paso of gas 
produced from the Warwink and 
Caprito fields. El Paso has advised 
Natural that the quantities of gas 
received at such point require treating 
and. as a result, a charge for such 
service has been porvided for in said 
amendatory agreement. Natural has 
agreed to pay El Paso 3.64 cents per Mcf 
for the cost of treating the volumes of 
natural gas delivered by natural at the 
Worsham Exchange Point. Natural 
would operate and maintain the existing 
measurement facilities at such point: 
and no additional facilities required. 

Said amendatory agreement also 
provides that, subject to the mutual 
agreement of the parties, El Paso would 
cause the delivery of exchange gas for 
its account to Natural at a new 
exchange point at the inlet of Natural’s 
existing delivery and measurement 
facilities located at the outlet of Cities 
Service Gas Company’s Bluitt Gasoline 
Plant in Roosevelt County, New Mexico. 
The quantities delivered at that 
exchange point would be those 
quantities in excess of the natural gas 
delivered by El Paso to Natural under a 
gas transportation agreement dated 
August 25,1975, between El Paso and 
Natural. The exchange point is 
identified as the Roosevelt Exchange 
Point. 

An additional new exchange delivery 
point, where El Paso would deliver, or 
cause the delivery of exchange gas for 
its account to Natural, is the Enserch- 
Bragg No. 1 well located in Washita 
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County, Oklahoma (Washita Exchange 
Point). 

The amendatory agreement provides 
for the deletion of the Worsham 
Exchange point as a balancing point. If 
balancing of exchange gas cannot be 
achieved between the parties at the 
existing and proposed exchange points. 
El Paso and Natural have agreed that 
deliveries of natural gas volumes 
necessary to achieve such balance 
would be made by the owing party to 
the other at either or both of the existing 
points of interconnection between the 
pipeline systems of El Paso and Natural 
located in Ward County, Texas 
(Lockridge Exchange Point) and in Lea 
County, New Mexico (Jal Exchange 
Point). 

El Point further requests authorization 
for the exchange of natural gas from 
additional exchange points which may 
be attached to the respective gathering 
systems of each party as the natural gas 
at such exchange points becomes 
available to El Paso and Natural in the 
area of interest identified in said 
amendatory agreement and, further, the 
addition of such balancing points as 
may be required to keep the volumes of 
exchange gas in balance during the term 
of the arrangement. In addition, El Paso 
requests blanket authorization for the 
deletion of exchange points and/or 
balancing points from the exchange 
arrangement, as may be mutually agreed 
to from time to time by El Paso and 
Natural. 

Any person desiring to be heard or to 
make any protest with reference to said 
petition to amend should on or before 
September 18,1979, file with the Federal 
Energy Regulatory Commission, 
Washington, D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission’s Rules. 

Kenneth F. Plumb, 

Secretary\ 

(FR Doc. 79-282A4 Filed 9-10 79; 8 45 am) 

BILLING CODE 6450 01-M 


[Docket Nos. RP72-155 and RP79-12] 

El Paso Natural Gas Co.; Proposed 
Change in Rate Pursuant to Purchased 
Gas Cost Adjustments 

September 5.1979 

Take notice that on August 31,1979, El 
Paso Natural Gas Company (“El Paso”) 
tendered for filing a notice of change in 
rates for jurisdictional gas service 
rendered to customers served by its 
interstate gas transmission system. Such 
service is rendered under rate schedules 
affected by and subject to Article 19, 
Purchased Gas Cost Adjustment 
Provision (“PGAC”), contained in the 
General Terms and Conditions 
applicable to El Paso’s FERC Gas Tariff, 
Original Volume No. 1, Third Revised 
Volume No. 2 and Original Volume No. 
2A, and under rate schedules affected 
by and subject to the PGAC—Clean 
High Pressure Gas Provision (“PGAC- 
CHPG”) contained in El Paso’s FERC 
Gas Tariff, Original Volume No. 2A. 

El Paso states that the instant notice 
of change in rates occasioned by the 
PGAC and PGAC-CHPG provisions will 
compensate El Paso for (i) changes in 
the cost of purchased gas (including 
certain gas produced by El Paso which 
is priced for rate purposes on an area 
rate basis) to be in effect on or before 
October 1,1979, applied to volume of 
natural gas purchased (or produced) 
during the calendar month of June 1979, 
adjusted and annualized, and (ii) 
changes in the surcharge adjustment 
resulting from the actual balance in El 
Paso’9 Account 191, Unrecovered 
Purchased Gas Cost, as of June 30,1979, 
including the applicable carrying 
charges. El Paso further states that the 
instant notice of change in rates 
includes adjustments attributable to (i) 
advance payments, (ii) transportation 
costs and (iii) gas well royalty costs, 
pursuant to the adjustment mechanisms 
designed to track such costs provided 
for in El Paso’s Stipulation and 
Agreement dated June 23,1978. at 
Docket No. RP78-18, which were 
subsequently extended and modified by 
similar provisions contained in El Paso’s 
Stipulation and Agreement dated May 
31,1979, at Docket No. RP79-12. 1 An 
adjustment necessary to track 
production tax costs, as provided for in 
the Stipulation and Agreement at Docket 
No. RP79-12 has also been included in 
the derivation in the change of rates 
provided for herein. 

It is stated that the overall net 
increase in El Paso’s rates for which 


‘Said stipulation and Agreements were accepted 
and approved by the Commission's letter orders 
dated September 5.1978, at Docket No. RP78-18 and 
July 20,1979. at Docket No. RP7&-12. 


notice is given is 3.764 per Mcf as to its 
east-of-Califomia (“EOC”) customers 
and 11.954 per Mcf as to its California 
customers. 

The currrent net PGAC adjustment 
proposed for El Paso’s EOC customers 
and the California customers are 9.634 
per Mcf and 17.824 per Mcf, 
respectively. Such net PGAC 
adjustments are comprised of (i) a 
purchased gas cost adjustment, (ii) the 
unrecovered purchased gas cost balance 
in Account 191, as of June 30,1979, 
applicable to each of said customer 
categories, and (iii) elimination of the 
PGAC surcharge adjustments applicable 
to the EOC and California customers, 
respectively, presently included in El 
Paso’s rates. 

El Paso states that the curent net 
PGAC-CHPG adjustment, for which 
notice is also given herein, aggregates 
an increase of 12.33394 per Mcf. Such 
current net adjustment is comprised of 
(i) an increase in the weighted average 
purchased cost of clean, high-pressure 
gas, (ii) a surcharge adjustment 
representing the unrecovered purchased 
gas cost balance in Account 191 as of 
June 30,1979, and (iii) elimination of the 
PGAC-CHPG surcharge adjustments 
presently included in El Paso’s clean 
high-pressure rates. 

El Paso states that the adjustment 
mechanisms designed to track 
variations in its costs attributable to 
advance payments, transportation costs 
and gas well royalty and production tax 
costs, as approved at Docket Nos. RP78- 
18 and RP79-12, result in the net rate 
adjustments summarized below: 


EOC and 

Adjustment California 

Rates 
(cents) 


Advance payment.- ... 0 

Transportation......... o.42 

Gas well royalty and production tax___ (6 29) 


El Paso further states that the proposed 
current net adjustments reflect the 
elimination of the appropriate 
surcharges reflected in El Paso’s PGAC 
filing effective April 1.1979. 

El Paso has requested that waiver be 
granted of all applicable rules, orders 
and regulations of the Commision, as 
may be deemed necessary, to permit the 
effectiveness on October 1,1979, of the 
tariff sheets tendered as a part of the 
instant notice of change in rates. 

El Paso states that copies of the filing 
and attachments have been served upon 
all parties of record in Docket Nos. 
RP72-155 and RP79-12. and. otherwise, 
upon all affected customers and 
interested state regulatory commissions. 
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Any peson desiring to be heard or to 
make any protest with reference to said 
tariff filing should, on or before Sept. 21. 
1979. file with the Federal Energy 
Regulatory Commission, Washington. 
D.C., 20426, a petition to intervene or a 
protest in accordance with the 
requirements of the Commission’s Rules 
of Practice and Procedure (18 CFR 1.8 or 
1.10) and the Regulations Under the 
Natural Gas Act (18 CFR 157.10). 

Protests filed with the Commission will 
he considered by it in determining the 
appropriate action to be taken, but will 
not serve to make any protestants 
parties to the proceeding. Any person 
wishing to become a party to a 
proceeding must file a petition to 
intervene in accordance with the 
Commission’s Rules. Copies of this filing 
are on file with the Commission and are 
available for public inspection. 

Kenneth F. Plumb, 

Secretary. 

|KK Dor. 79-25265 Filed 9-10-79. 5:45 am| 

BILLING CODE 6450-01-M 


I Docket No. RP78-18] 

El Paso Natural Gas Co.; Payment of 
Refunds 

September 4. 1979 

Take notice that on August 29,1979. El 
Paso Natural Gas Company (“El Paso”) 
tendered for filing a Report of Refunds 
Made on August 27,1979. to its 
interstate jurisdictional, and 
nonjuridictional keyed customers. El 
Paso states that such refunds were make 
in accordance with Article V and the 
procedures for disposition of refunds set 
forth in Article XVI of El Paso’s 
Stipulation and Agreement dated and 
filed June 23. 1978, as approved by 
Commission letter order dated 
September 5.1978, at Docket No. RP78- 
18. El Paso further states that the 
aggregate amount of refunds made by El 
Paso on August 27,1979, is 
$12,246,280.96. 

El Paso states that copies of the filing 
were served upon all of El Paso’s 
iffected interstate transmission system 
customers, all parties of record in 
Docket No. RP78-18, and interested 
state regulatory commissions. 

Any person desiring to be heard or to 
make any protest with reference to said 
filing should, on or before September 19. 
1979. file with the Federal Energy 
Regulatory Commission, Washington. 

D C.. 20426, a petition to intervene or a 
protest in accordance with the 
requirements of the Commission’s Rules 
of Practice and Procedure (18 CFR 1.8 or 
110) and the Regulations Under the 
Natural Gas Act (18 CFR 157.10). All 


protests filed with the Commission will 
be considered by it in determining the 
appropriate action to be taken, but will 
not serve to make any protestants 
parties to the proceeding. Any person 
wishing to become a party to a 
proceeding must file a petition to 
intervene in accordance with the 
Commission’s Rules. Copies of this filing 
are on file with the Commission and are 
available for public inspection. 

Kenneth F. Plumb, 

Secretary. 

1FK Doc. 79-28245 Filed 9-10-79: 5 45 amj 

BILLING CODE 6450-01-M 


I Docket No. RP79-37] 

El Paso Natural Gas Co.; Proposed 
Change in Rate 

September 4.1979 

Take notice that on August 29,1979, El 
Paso Natural Gas Company (“El Paso”) 
filed, pursuant to Part 154 of the Federal 
Energy Regulatory Commission’s 
(“Commission”) Regulations Under the 
Natural Gas Act, particularly Section 
154.38(h) thereof, the following revised 
tariff sheets to its FERC Gas Tariff: 


Tan ft volume 

Tanff sheet 

Original Volume No 1.. 

Twenty-sixth Revised Sheet 

No 3-B. 

Third Revised Volume No. 2... 

Seventeenth Revised Sheet 
No 1-0. 

Original Volume No 2A. 

Eighteenth Revised Sheet No 
1-C. 


El Paso states that such tendered 
sheets implement the instant notice of 
change in rate to be effective October 1. 
1979, pursuant to the provisions of El 
Paso’s Louisiana First-Use Tax Tracking 
Provision (“LFUT”), contained in 
Section 22 of the General Terms and 
Conditions of F.1 Paso’s Gas Tariff, 
Original Volume No. 1. El Paso further 
states that the net increase in rate 
attributable to the LFUT. for which 
notice is given herein, is 0.04c per Mcf, 
which will be applied as an adjustment 
to all rate schedules contained in El 
Paso’s FERC Gas Tariff, Original 
Volume No. 1 and to certain special rate 
schedules contained in El Paso’s FERC 
Gas Tariff. Third Revised Volume No. 2 
and Original Volume No. 2A. Such net 
LFUT adjustment is comprised of (i) a 
LFUT Adjustment of 0.03c per Mcf to 
recover annualized increases in LFUT 
costs and (ii) a LFUT Surcharge 
Adjustment of 0.01C per Mcf based upon 
the unrecovered balance in the LFUT 
Deferred Cost Account, as of June 30. 
1979. El Paso also states that in 
conformity with El Paso’s selection of 
the corporate undertaking procedure 
pursuant to Commission Order No. 10-B, 


issued March 2.1979, at Docket No. 
RM78-23, El Paso will collect the 
increase in LFUT, subject to refund. 

El Paso has requested that waiver be 
granted of all applicable rules and 
regulations of the Commission, as may 
be deemed necessary to permit the 
effectiveness on October 1.1979, of the 
tariff sheets tendered as part of the 
instant notice of proposed change in 
rates. 

El Paso also states that copies of the 
filing have been served upon all parties 
of record in Docket No. RP79-37, and. 
otherwise, upon all of El Paso’s 
interstate transmission system 
customers and all interested state 
regulatory commissions. 

Any person desiring to be heard or to 
make any protest with reference to said 
tariff filing should, on or before 
September 20,1979. file with the Federal 
Energy Regulatory Commission, 
Washington. D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations Under the Natural Gas Act 
(18 CFR 157.10). Protests filed with the 
Commission will be considered by it in 
determining the appropriate action to be 
taken, but will not serve to make any 
protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding must file a petition to 
intervene in accordance w'ith the 
Commission’s Rules. Copies of this filing 
are on file with the Commission and are 
available for public inspection. 

Kenneth F. Plumb, 

Secretary. 

|f*R Doc. 79-25246 Filed 9-10-79; 8:4S uro| 

BILLING CODE 6450-01-M 


[Docket No. CP79-435J 

Equitable Gas Co.; Application 

August 30. 1979 

Take notice that on August 9.1979. 
Equitable Gas Company (Equitable), 420 
Boulevard of the Allies. Pittsburgh, 
Pennsylvania 152J9. filed in Docket No. 
CP79—435 an application pursuant to 
Section 7(c) of the Natural Gas Act for a 
certificate of public convenience and 
necessity authorizing Equitable to install 
one main-line tap at a cost of 
approximately $300.00 and to transport 
natural gas for service to Federal Supply 
Company (Federal), an industrial 
customer, all as more fully set forth in 
the application which is on file with the 
Commission and open for public 
inspection. 

Equitable states that on May 1,1979, 
Federal applied to Equitable for natural 
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gas service exclusively for space heating 
its premises. The proposed serv ice 
would be from Equitable's Field Line No. 
F-114, located in Greene County. 
Pennsylvania, which line transports 
natural gas in interstate commerce from 
various production facilities to 
Equitable’s transmission lines. 

Federal has informed Equitable that 
its premises are now heated by means 
of propane and that it desires to convert 
to natural gas. Equitable asserts that it 
is ready, willing and able to provide the 
requested service. 

Equitable proposes to install a main¬ 
line tap and regulators on its Field Line 
No. F-114 as soon as reasonably 
possible at an estimated cost of $300.00, 
with construction estimated to be 
completed within one day. The gas line 
from the tap to the premises is to be 
provided by the customer at customer’s 
expense. 

The proposed service would require 
the transportation in interstate 
commerce of approximately 3,000 Mcf of 
natural gas per year, the application 
indicates. 

Any person desiring to be heard or to 
make any protest with reference to said 
petition should on or before September 
18.1979. file with the Federal Energy 
Regulatory Commission, Washington. 
D.C. 20426, a petition to intervene or a 
protest in accordance with the 
requirements of the Commission’s Rules 
of Practice and Procedure (18 CFR 1.8 or 
1.10) and the Regulations under the 
Natural Gas Act (18 CFR 157.10). All 
protests filed with the Commission will 
be considered by it in determining the 
appropriate action to be taken but will 
not serve to make the protestants 
parties to the proceeding. Any person 
wishing to become a party to a 
proceeding or to participate as a party in 
any hearing must file a petition to 
intervene in accordance with the 
Commission’s Rules. 

Take further notice that, pursuant to 
the authority contained in and subject to 
the jurisdiction conferred upon the 
Federal Energy Regulatory Commission 
by Sections 7 and 15 of the Natural Gas 
Act and the Commission’s Rules of 
Practice and Procedure, a hearing will 
be held without further notice before the 
Commission or its designee on this 
application if no petition to intervene is 
filed within the time required herein, if 
the Commission on its own review of the 
matter finds that a grant of the 
certificate is required by the public 
convenience and necessity. If a petition 
for leave to intervene is timely filed, or if 
the Commission on its own motion 
believes that a formal hearing is 
required, further notice of such hearing 
will be duly given. 


Under the procedure herein provided 
for, unless otherwise advised, it will be 
unnecessary for Equitable to appear or 
be represented at the hearing. 

Kenneth F. Plumb, 

Secretary. 

(FR Doc. 79-28247 Filed 9-10-79; 8 45 am) 

BILLING CODE 6450-01-M 


l Docket Nos. RP72-136 (PGA 79-2) and 
RM78-23] 

Florida Gas Transmission Co.; 
Proposed Changes in Rates and 
Charges Under Purchased Gas 
Adjustment Provisions 

September 5.1979 

Take notice that on August 31,1979, 
Florida Gas Transmission Company 
(FGT), P.O. Box 44. Winter Park, Florida 
32790. tendered for filing 22nd Revised 
Sheet No. 3-A to its FERC Gas Tariff, 
Original Volume No. 1, containing 
changes in its resale rates in Rate 
Schedules G and I to be effective on 
October 1,1979. 

According to FGT, the changes in 
rates contained on 22nd Revised Sheet 
No. 3-A are in accordance with the 
purchased gas cost adjustment provision 
in its Tariff (Section 15, General Terms 
and Conditions) and the Louisiana First 
Use Tax Provision (Section 20, General 
Terms and Conditions). FGT states that 
the rates contained on 22nd Revised 
Sheet No. 3-A are proposed to 
supersede those on Substitute Alternate 
21st Revised Sheet No. 3-A. 

FGT further states that the following 
shows a comparison between the rates 
in effect pursuant to Substitute 
Alternate 21st Revised Sheet No. 3-A 
and those to be made effective on 
October 1.1979 under this filing: 


e/Thorm 


Effective Pock Effective 
to October 1. October l. 
1979 1979 


Rate Schedule G..__ 15 187 22 039 

Rate Schedule I_ 15187 22039 


According to FGT, the annual effect of 
the proposed rate changes is an increase 
of $56,993,030. of which $54,358,449 is 
attributable to the purchased gas cost 
provision and $2,364,581 results from the 
Louisiana First Use Tax Provision based 
on sales under Rates Schedules G and 1 
for the twelve months ended June 30, 
1979. 

FGT states that a copy of its filing has 
been served on all customers purchasing 
gas under its FERC Gas Tariff, Original 
Volume No. 1 and the Florida Public 
Service Commission. 


Any person desiring to be heard or to 
protest said application should file a 
petition to intervene or protest with the 
Federal Energy Regulatory Commission. 
825 North Capitol Street, N.E., 
Washington. D.C. 20426. in accordance 
with Section 1.8 and 1.10 of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8.1.10). All such 
petitions or protests should be filed on 
or before September 21,1979. Protests 
will Be considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 
must file a petition to intervene. Copies 
of this application are on file with the 
Commission and are available for public 
inspection. 

Kenneth F. Plumb. 

Secretary. 

[FR Doc 79-28286 Filed 9-10-79. 8:45 am| 

BILLING CODE 6450-01-14 


[Docket No. ER79-624] 

Gulf Power Co.; Supplement 

September 5.1979 

The filing Company submits the 
following: 

Take notice that on August 28,1979. 
Gulf Power Company (Gulf) filed herein 
Supplement to its FERC Electric Tariffs 
providing for changes in loads for 
service by Gulf to Florida Public 
Utilities Company at Altha (Calhoun 
County), Chipola (Jackson County) and 
Marianna (Jackson County), Florida. 
This tariff supplement is proposed to be 
effective for sen ice commencing on 
August 1,1979. a'd Gulf therefore 
requests waiver T the Commission’s 
notice requirements to allow such 
effective dates 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protests with the Federal 
Energy Regulaturv Commission, 825 
North Capitol Street, NE, Washington, 
D.C. 20426, in ai. urdance with Sections 
1.8 and 1.10 of the Commission’s Rules 
of Practice and Procedure (18 CFR 1. 8. 
1.10). All such petitions or protests 
should be filed on or before September 
25,1979. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a petition to 
intervene. Copies of this filing are on file 
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with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

[KR Doc. 79-28207 Filed 9-10-7% *45 am) 

BILLING CODE 6450-01-M 


(Docket No. ER79-621] 

The Hartford Electric Light Co.; 
Purchase Agreement 

September 5.1979 

The filing company submits the 

following: 

Take notice that on August 27.1979 
The Hartford Electric Company 
(HELCO) tendered for filing a proposed 
Purchase Agreement with Respect to 
System Power (Purchase Agreement), 
dated May 1.1978 between HELCO. The 
Connecticut Light and Power Company, 
and Western Massachusetts Electric 
Company (together the NU Companies) 
and New York State Electric and Gas 
Corporation (NYSE&G). 

HELCO states that the Purchase 
Agreement provides for a sale to 
NYSE&G of specified amounts of 
capacity and related energy from the 
HELCO System during the period from 
November 1,1979 to April 30.1982, 
toge ther with related transmission 
service provided by the NU Companies. 

1 iKLCO requests that the Commission 
permit the rate schedule to become 
effective on November 1,1979. 

i IKLCO states that the capacity 
charge rate for the proposed service is a 
negotiated amount, approximately equal 
to the costs associated with Middletown 
Unit No. 4, located at Middletown 
Generating Station in Middletown, 
Connecticut. The monthly transmission 
charge is equal to one-twelfth of the 
annual average unit cost of transmission 
service on the system of the NU 
Companies determined in accordance 
with Section 13.9 of the New England 
Power Pool (NEPOOL) Agreement and 
the uniform rules adopted by the 
NKPOOL Executive Committee, 
multiplied by the number of kilowatts of 
winter capability which NYSE&G is 
entitled to receive. The energy charge is 
based on NYSE&G’s portion of the 
applicable fuel expenses for Middletown 
Unit No. 4 and no special cost-of-service 
studies were made to derive this charge. 

HELCO states that the services to be 
provided under the Purchase Agreement 
are not similar to services provided by 
HELCO under any other rate shedule. 

HELCO states that copies of this rate 
schedule have been mailed or delivered 
Jo HELCO. Hartford, Connecticut. The 
Connecticut Light and Power Company 
■CUP), Hartford, Connecticut, Western 


Massachusetts Electric Company 
(WMECO). West Springfield. 
Massachusetts and NYSE&G. 
Binghampton. New York. 

CL&P and WMECO have filed 
certificates of concurrence in this 
docket. 

HELCO further states that the filing is 
in accordance with Part 35 of the 
Commission’s Regulations. 

Any person desiring to be heard or to 
protest said application should file a 
petition to intervene or protest with the 
Federal Energy Regulatory Commission. 
825 North Capitol Street. N.E., 
Washington. D.C. 20426, in accordance 
with Sections 1.8 and 1.10 of the 
Commission’s Rules of Practice and 
Procedures (18 CFR1.8,1.10). All such 
petitions or protests should be filed on 
or before September 25,1979. Protests 
will be considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceedings. 
Any person wishing to become a p^rty 
must file a petition to intervene. Copies 
of this application are on file with the 
Commission and are available for public 
inspection. 

Kenneth F. Plumb, 

Secretary . 

I FT? Doc 79-28299 tiled 9-10-7% *45 *mj 

BILLING CODE 6450-01-M 


[Docket No. ER79-631) 

The Hartford Electric Light Co.; 
Purchase Agreement 

September 6,1979 

The filing Company submits the 
following: 

Take notice that on August 31,1979, 
The Hartford Electric Light Company 
(HELCO) tendered for filing a proposed 
rate schedule pertaining to a Purchase 
Agreement with Respect to Middletown 
Unit No. 4 between HELCO and Green 
Mountain Power Corporation (CMP) 
dated a9 of April 1.1977, 

HELCO states that the Purchase 
Agreement provides for a sale to CMP 
of a specified percentage of capacity 
and energy from HELCO’s Middletown 
Unit No. 4 generating unit during the 
period November 1.1979 through 
October 31.1985. ' 

HELCO requests that the Commission 
permit the rate schedule filed to become 
effective on November 1.1979. 

HELCO states that the Capacity 
Charge rate for the proposed service is a 
rate determined on a cost-of-service 
basis. The monthy transmission charge 
rate is equal to one-twelfth of the annual 
average unit cost of transmission service 
on the Northeast Utilities (NU) system 


determined in accordance with Section 
13.9 of the New England Power Pool 
(NEPOOL) Agreement and the uniform 
rules adopted by the NEPOOL Executive 
Committee. 

The monthly Transmission Charge is 
determined by the product of (i) the 
transmission charge rate ($/KW-month). 
and (ii) the number of kilowatts of 
winter capability which GMP is entitled 
to receive. The Energy Charge is based 
on GMP’s portion of the applicable fuel 
expenses and no special cost-of-service 
studies were made to derive this charge. 

HELCO states that the services to be 
provided under the Purchase Agreement 
are similar to service provided by 
HELCO relating to an agreement 
between HELCO and North 
Attleborough Electric Department (Rate 
Schedule FERC No. 155). 

HELCO states that a copy of the rate 
schedule has been mailed or delivered 
to HELCO, Hartford, Connecticut, GMP. 
Burlington, Vermont. 

HELCO further states that the filing is 
in accordance with Part 35 of the 
Commission’s Regulations. 

Any person desiring to be heard or to 
protest said application should file a 
petition to intervene or protest with the 
Federal Energy Regulatory Commission, 
825 North Capital Street. N.E., 
Washington. D.C. 20426, in accordance 
with Section 1.8 and 1.10 of the 
Commission's Rules of Practice and 
Procedures (18 CFR 1.8,1.10). All such 
petitions or protests should be filed on 
or before September 26.1979. Protests 
will be considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceedings. 
Any person wishing to become a party 
must file a petition to intervene. Copies 
of this application are on file with the 
Commission and are available for public 
inspection. 

Kenneth F. Plumb, 

Secretary. 

(FR Doc. 79-2aa» FU«k1 9-10-7% *45 atnj 
BILLING CODE 8450-0 


l Docket No. RP73-66 (PGA7S-1)) 

Inter-City Minnesota Pipelines Ltd„ 
Inc.; Proposed Rate Change Pursuant 
to Purchased Gas Cost Adjustment 
Provisions 

September 4,1979 

Take notice that Inter-City Minnesota 
Pipelines Ltd., Inc. (Inter-City) on August 
17,1979. tendered for filing Eleventh 
Revised Sheet No. 4 to its F.EJLC. Gas 
Tariff. Original Volume No. 1. proposed 
to be effective September 1.1979. On 
August 24,1979, Inter-City supplemented 
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its filing with materials in support of this 
tariff sheet. 

Inter-City states that the filing reflects 
a request for a purchased gas 
adjustment cost pursuant to 
§ 154.38(d)(4) of the Commission’s 
regulations. Inter-City further states that 
the instant filing is a result of recent 
increases in the border price of 
Canadian gas. In order to effect this 
increase Inter-City requests waiver of 
the provisions of Order No. 13 to the 
extent necesary to allow this filing to 
become effective September 1,1979, or 
in the alternative, that the request be 
permitted to become effective following 
a one-day suspension. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, N.E., Washington, 
D.C. 20426. in accordance with Sections 
1.8 and 1.10 of the Commission’s Rules 
of Practice and Procedure (18 C.F.R. 1.8, 
1.10). All such petitions or protests 
should be filed on or before September 
19,1979. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken but will 
not serve to make protestants party to 
the proceeding. Any person wishing to 
become a party must File a petition to 
intervene. Copies of this Filing are on File 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc. 79-28248 Filed 9-10-79:8:45 am) 

BILLING CODE 64SO-01-M 


(Docket No. ER79-628J 

Iowa Power & Light Co., Rate Schedule 
Filing 

September 6.1979 

The Filing Company submits the 
following: 

Take notice that Iowa Power and 
Light Company (“Iowa Power”), on 
August 28,1979, tendered for filing 
proposed changes in Iowa Power and 
Light Company FPC Rate Schedule No. 
39. which sets forth rates for wholesale 
electric service to the City of Ames, 
Iowa. 

Proposed Supplement No. 6 to Rate 
Schedule No. 39 provides for an 
additional service schedule for the sale 
of short term power and energy. This 
change is needed in order to allow the 
parties to carry out the transactions of 
power desired. 

Iowa Power requests that the 
Commission waive its prior notice 
requirements and accept proposed 
Supplement No. 6 for filing with a 


retroactive effective date of August 1, 
1979. Iowa Power states that copies of 
the filing have been served upon the 
City and the Iowa State Commerce 
Commission. 

Any person desiring to be heard or to 
protest said application should file a 
petition to intervene or protest with the 
Federal Energy Regulatory Commission. 
825 North Capitol Street, N.E., 
Washington, D.C. 20426. in accordance 
with Sections 1.8 and 1.10 of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8,1.10). All such 
petitions or protests should be filed on 
or before September 26,1979. Protests 
will be considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to be proceedings. 
Any person wishing to become a party 
must file a petition to intervene. Copies 
of this application are on file with the 
Commission and are available for public 
inspection. 

Kenneth F. Plumb, 

Secretary. 

(FR Doc. 79-28270 Filed 9-10-79 8:45 amj 

BILUNG CODE 64S0-01-M 


(Docket No. ER79-629] 

Iowa Power & Light Co.; Filing of 
Participation Power Agreements 

September 6.1979 

The Filing Company submits the 
following: 

Take notice that Iowa Power and 
Light Company, Des Moines, Iowa (Iowa 
Power), on August 29,1979, tendered for 
filing four Participation Power 
Agreements with Iowa Electric Light 
and Power Company, Cedar Rapids. 
Iowa (Iowa Electric). 

Relating to Iowa Electric’s purchase of 
100 mW from May 1.1979 through April 
30.1980:148 mW from May 1,1980 
through April 30,1981; and 76 mW from 
May 1,1981 through April 30,1982 of 
participation power according to Service 
Schedule A of the Mid-Continent Area 
Power Pool Agreement dated May 31, 
1972, as amended. This Participation 
Power Pool Agreement establishes 
demand, energy, and transmission 
charges for such services and is to run 
from May 1,1979 through April 30.1982. 
Iowa Power requests waiver of the 
Commission's notice requirements and 
proposes an effective date of May 1, 
1979. 

Iowa Power states the purpose of the 
proposed rates is to recover reflected 
costs of the facilities to be provided as 
the scheduling path and for demand and 
energy power provided. 


Iowa Power states copies of the Filing 
have been mailed to Iowa Electric and 
to the Iowa State Commerce 
Commission. 

Any person desiring to be heard o£ to 
protest said application should file a 
petition to intervene or protest with the 
Federal Energy Regulatory Commission. 
825 North Capitol Street, N.E., 
Washington, D.C. 20426, in accordance 
with Sections 1.8 and 1.10 of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8,1.10). All such 
petitions or protests should be Filed on 
or before September 26,1979. 

Protests will be considered by the 
Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceedings. Any person wishing to 
become a party must File a petition to 
intervene. Copies of this application are 
on file with the Commission and are 
available for public inspection. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc. 79-28230 Filed 9-10-79; 845 am) 

BILUNG CODE $450-01-41 


[Docket No. ER79-623J 

Kansas Gas & Electric Co.; Filing of 
Service Agreements 

September 5.1979 

The filing Company submits the 
following: 

Take notice that Kansas Gas & 
Electric Company, on August 28.1979 
tendered for filing Agreements for 
Electric Service with its eight (8) rural 
electric cooperative customers. 

The Filing is necessary because the 
previous Agreements expired December 
31.1978. 

Copies of the filing were served upon 
each of the cooperatives involved as 
well as the Kansas State Corporation 
Commission. 

Any person desiring to be heard or to 
protest said application should File a 
petition to intervene or protest with the 
Federal Energy Regulatory Commission, 
825 North Capitol Street, N.E.. 
Washington, D.C. 20426, in accordance 
with Para. 1.8 and 1.10 of the 
Commission’s rules of practice and 
procedure (18 CFR 1.8 and 1.10). All such 
petitions or protests should be Filed on 
or before September 25,1979. Protests 
will be considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 
must file a petition to intervene. Copies 
of this application are on file with the 
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Commission and are available for public 
inspection. 

Kenneth F. Plumb, 

Secretary* 

|FR Doc. 79-28221 Filed 9-10-79: 8:45 am) 

BILLING CODE 6450-01-41 


l Docket No. CP75-57J 

Kansas-Nebraska Natural Gas Co. f 
Inc.; Petition To Amend 

August 31.1979 

Take notice that on August 8,1979, 
Kansas-Nebraska Natural Gas 
Company, Inc. (Petitioner), P.O. Box 608. 
Hastings, Nebraska 68901. filed in 
Docket No. CP75-57 a petition to amend 
the order of May 11, 1977, 1 issued in the 
instant docket pursuant to Section 7(c) 
of the Natural Gas Act so as to 
authorize Petitioner to exchange, 
transport and sell natural gas to and 
with Montana-Dakota Utilities Co. 

(MDU) in accordance with three 
amendatory agreements dated July 9. 
1977, October 9,1978, and March 6,1979. 
all as more fully set forth in the petition 
to amend on file with the Commission 
and open to public inspection. 

Pursuant to the May 11,1977. order 
Pelitioner and MDU were authorized. 
inter alia , to exchange, transport and 
sell natural gas in accordance with a gas 
sales, transportation and exchange 
agreement dated May 10,1974. between 
the two companies. It is indicated that 
the agreement provided that Petitioner 
would connect the wells covered by the 
agreement either to MDU’s gathering 
system or to its own gathering system 
with delivery from the gathering system 
to be made at MDU’s Bowdoin 
Compressor Station, Phillips and Valley 
Counties, Montana. Although the 
agreement contemplated the connection 
of wells to MDU’s gathering system. 
Petitioner indicates, when it came time 
to connect wells which, because of their 
location, could be more economically 
connected to the gathering system of 
MDU, it was discovered that revision of 
the agreement was necessary. 

Therefore, by amendatory' agreements 
dated July 19.1977, October 9,1978. and 
March 6,1979, Petitioner and MDU 
amended the May 10,1974, agreement to 
provide for the connection of such wells 
to MDU’s gathering system and the 
deletion of said wells from Petitioner’s 
system. Said amendments, inter alia, 
exclude the volumes associated with 
these wells from the gathering and 
delivery charge MDU is required to pay 
Petitioner since they are not connected 


'This proceeding was commenced before the FPG 
B> joint regulation of October t. 1977 (10 CFR 
1B00.1). it wag transferred to the Commission. 


to Petitioner’s facilities, specify the 
formula by which each party’s share of 
the cost of facilities to connect the wells 
is to be determined, and provide for the 
proportion of gas to be received from 
these wells by each party. 

Consequently, Petitioner requests that 
the Commission amend the order in the 
instant docket to provide for such 
changes. Petitioner also requests 
authorization to add and delete wells/ 
acreage under the terms of the 
agreement as required from time to time. 

Any person desiring to be heard or to 
make any protest with reference to said 
petition to amend should on or before 
September 20,1979. file with the Federal 
Energy Regulatory Commission. 
Washington, D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the 
Commission's Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission’s Rules. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc. 79-28232 Filed 9-10-79: K*5 din) 

BILUNG CODE 6450-01-4* 


(Docket No. RP73-23 PGA79-3(a)l 

Lawrenceburg Gas Transmission 
Corp.; Proposed Change in FERC Gas 
Tariff 

September 5,1979 

Take notice that on August 27,1979 
Lawrenceburg Gas Transmission 
Corporation (Lawrenceburg) tendered 
for filing two (2) substitute revised gas 
tariff sheets to its FERC Gas Tariff, First 
Revised Volume No. 1. both of which are 
dated as issued on August 24.1979, 
proposed to become effective August 1. 
1979, and identified as follows: 

Substitute Eighteenth Revised Sheet No. 4, 
and Substitute Seventeenth Revised Sheet 
No. 1& 

Lawrenceburg states that its 
substitute tariff sheets were filed to 
reflect a reduction in its cost of gas 
purchased from Texas Gas 
Transmission Corporation which 
occurred subsequent to its PGA filing 
made on June 28.1979. The Commission 
by letter order issued August 2.1979 had 
accepted Lawrence burg’s PGA filing 
subject to revisions to reflect decreases 


in its cost of gas purchased from Texas 
Gas. 

Copies of this filing were serv ed upon 
Lawrenceburg’s jurisdictional customers 
and interested state commissions. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission. 825 
North Capitol Street. N.E.. Washington. 
D.C. 20426, in accordance with Sections 
1.8 and 1.10 of the Commission's Rules 
of Practice and Procedure (18 CFR 1.8, 
1.10). All such petitions o> protests 
should be filed on or before September 
21, 1979. Protests will he considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a petition to 
intervene. Copies of this filing are on file 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

(FR Doc. 79-28233 Filed 9-10-7* 8:45 «mj 

BILLING CODE 8450-01-4* 


(Docket No. ER79-6171 

The Montana Power Co.; Cancellation 
of Agreements 

September 5,1979 

Take notice that on August 22,1979. 
the Montana Power Company 
(“Montana”) tendered for filing a Notice 
of Cancellation of Agreements with: San 
Diego Gas and Electric Company (“San 
Diego”), FERC Rate Schedule No. 41 and 
Supplement No. 1 to FERC Rate 
Schedule No. 41; The Washington Water 
Power Company (“Washington”). FERC 
Rate Schedule No. 43; Utah Power and 
Light Company ["Utah”). Supplement 
No. 3 to Rate Schedule No. 27; Portland 
General Electric Company (“Portland”), 
FERC Rate Schedule No. 42; and Utah 
Power and Light Company (“Utah”). 
Supplement No. 17 to Rate Schedule No. 
3. Montana states that the agreements or 
Service Schedules have either expired of 
their own terms and have not been 
renewed, or transactions have not 
occurred for several years and are not 
anticipated to again occur under the 
applicable schedule. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, N.E., Washington. 
D.C. 20426, in accordance with Sections 
1.8 and 1.10 of the Commission’s Rules 
of Practice (18 CFR 1 .& 1.10). All such 
petitions or protests should be filed on 
or before September 24.1979. Protests 
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will be considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Copies of this filing are on file with the 
Commission and are available for public 
inspection. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc. 79-28234 Filed 9-10-79; 8 45 am| 

BILUNG CODE 6450-01-M 


[Docket No. ER79-482] 

Mississippi Power Co.; Order 
Accepting for Filing and Suspending 
Proposed Increased Electric Tariff 
Rates, Granting Intervention and 
Establishing Procedures 

Issued August 24.1979 

On June 29.1979, Mississippi Power 
Company (Mississippi) tendered for 
filing a revision of the rates included in 
its Seventh Revised Sheet No. 3 and its 
Eighth Revised Sheet No. 4 (designated 
as Rate Schedule MRA-14) to its FERC 
Electric Tariff, Original Volume No. 1, to 
become effective September 1,1979. 1 
Mississippi states that the proposed 
rates would increase revenues from 
jurisdictional sales under the revised 
tariff by $1,760,960 (4.89%) based upon a 
projected twelve-month test period 
ending August 31,1980. 

Public notice of this filing was issued 
on July 5,1979. Comments, protests and 
petitions to intervene were due on or 
before July 30,1979. 

On July 30.1979, three electric power 
associations (Associations) 2 jointly 
filed a protest and petition to intervene 
in the proceeding in which they also 
request a five-month suspension and 
hearing. In support of their request for a 
maximum suspension period. 
Associations allege that Mississippi’s 
proposed increased rates would result in 
returns substantially greater than those 
shown by Mississippi due to cost-of- 
service errors in computing wholesale 
costs. Associations also allege that the 
filing is deficient in form in that it is 
impossible to determine precisely 
Mississippi’s cost-of-service treatment 
of various elements of alleged wholesale 
cost. 


'The rate schedule designations are: 

FERC Electric Tariff Original Volume No. 1 

6th Revised Sheet No. 3 (Supersedes 5th Revised 
Sheet No. 3} 

7th Revised Sheet No. 4 (Supersedes 6th Revised 
Sheet No. 4) 

s The electric power associations and their 
headquarter cities in Mississippi are: Coast Electric 
Power Association. Bay St. Louis; East Mississippi 
Electric Power Association. Meridian; and Singing 
River Electric Power Association. Lucedale. 


Participation by Associations in this 
proceeding may be in the public interest. 
Pursuant to our policy set forth in 
Section 2.17 of our General Policy and 
Interpretations, we find it is appropriate 
that price squeeze procedures be 
initiated in this docket. However, as we 
stated recently. 3 we believe that 
decisions on cost-of-service, 
capitalization and rate of return issues 
in rate proceedings may reduce 
proposed wholesale rates to the point 
where price squeeze concerns are 
eliminated, or at least substantially 
diminished by resulting refunds. Hence, 
we shall order that the price squeeze 
portion of this proceeding be held in 
abeyance until after issuance of a 
Commission opinion establishing the 
rate which, but for a consideration of 
price squeeze, would be just and 
reasonable. If, in the view of the alleging 
party, the price squeeze persists at that 
time, a second phase of the proceeding 
will follow for the hearing and 
adjudication of price squeeze under 
Section 2.17 [supra). 

There may be situations in which 
price squeeze issues should not be 
deferred. We leave it to the discretion of 
the presiding judge in this proceeding to 
determine whether this case is one. The 
presiding judge may act on his or her 
own motion or upon the request of a 
party to accelerate the price squeeze 
phase; however, such rulings are 
discretionary rulings which shall not be 
appealable to the Commission under 
Section 1.28 of our Rules of Practice and 
Procedure, 18 CFR 1.28. 

Our review of Mississippi’s filing 
indicates that the proposed rates have 
not been shown to be just and 
reasonable and may be unjust, 
unreasonable, unduly discriminatory or 
otherwise unlawful. Therefore, we shall 
accept Mississippi’s proposed rates for 
filing and suspend them for one month, 
to become effective October 1,1979, 
subject to refund. 

The Commission Orders: (A) 
Mississippi’s proposed rates hereby are 
accepted for filing and suspended for 
one month, until October 1,1979, when 
they shall become effective, subject to 
refund. 

(B) Pursuant to the authority 
contained in and subject to the 
jurisdiction conferred upon the Federal 
Energy regulatory Commission by 
Section 402(a) of the Department of 
Energy Organization Act and by the 
Federal Power Act (18 CFR, Chapter I), a 
public hearing shall be held concerning 


*See, “Order Accepting for Filing and Suspending 
Proposed Rate Changes. Granting Intervention, and 
Establishing Hearing and Price Squeeze 
Procedures." Arkansas Power P Light Company. 
Docket No. ER79-339, issued August ft. 1979. 


the justness and reasonableness of the 
rates proposed in this docket by 
Mississippi. 

(C) Associations hereby are permitted 
to intervene in this proceeding subject to 
the Rules and Regulations of the 
Commission; provided, however, that 
participation by the intervenor shall be 
limited to matters set forth in its petition 
to intervene; and provided further, that 
the admission of the intervenor shall not 
be construed as recognition by the 
Commission that it might be aggrieved 
because of any order or orders by the 
Commission entered in this proceeding. 

(D) An Administrative Law Judge 
shall be designated by the Chief 
Administrative Law Judge for purposes 
of convening a conference in ths 
proceeding. The conference shall be 
held within the (10) days after the 
service of top sheets in a hearing room 
of the Federal Energy Regulatory 
Commission. 825 North Capitol Street, 
N.E., Washington, D.C., 20426. The 
Presiding Law Judge is authorized to 
establish all procedural dates and to 
rule upon all motions (except motions to 
consolidate and sever and motions to 
dismiss) as provided for in the 
Commission’s Rules of Practice and 
Procedure. 

(E) We hereby order initiation of price 
squeeze procedures and further order 
that this proceeding be phased so that 
the price squeeze procedures begin after 
issuance of a Commissin opinion 
establishing the rate which, but for a 
consideration of price squeeze, would be 
just and reasonable. The Presiding Judge 
may order a change in this schedule for 
good cause. The price squeeze portion of 
this case shall be governed by the 
procedures set forth in Section 2.17 of 
the Commission’s regulations, as they 
may be modified prior to the initiation of 
the price squeeze phase of this 
proceeding. 

(F) The Staff shall prepare and serve 
top sheets on all parties for settlement 
purposes on or before November 30, 
1979. 

(G) The Secretary shall cause prompt 
publication of this order to be made in 
the Federal Register. 

By the Commission. 

Kenneth F. Plumb, 

Secretary , 

(FR Doc. 79-28249 Filed 9-10-79; 845 em| 

BILUNG CODE 6450-01-61 


[Docket No. ER79-618] 

The Montana Power Co.; Cancellation 

September 5,1979 
The filing Company submits the 
following; 
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Take notice that on August 22.1979. 
The Montana Power Company 
('‘Montana") tendered for filing a Notice 
of Cancellation of Rate Schedule FERC 
No. 33. an agreement for the sale of non- 
firm energy between Montana and the 
Department of Water and Power of the 
City of Los Angeles. Montana states that 
the agreement has expired as of its own 
terms and has not been renewed. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Power Commission. 825 North Capital 
Street. N.E., Washington, DC 20426, in 
accordance with Sections 1.8 and 1.10 of 
the Commission’s Rules of Practice (18 
CFR 1.8.1.10). All such petitions or 
protest should be filed on or before 
September 24,1979. Protest will be 
considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Copies of this filing are on file with the 
Commission and are available for public 
inspection. 

Kenneth F. Plumb, 

Secretary. 

U K lk>c. 79-28235 Filed 9-10-79:8:45 ara| 

BILLING CODE 6450-01-M 


I Docket Nos. RP76-96, RP77-14 and RP77- 

57| 

National Fuel Gas Supply Corp.; 
Proposed Changes in FERC Gas Tariff 

September 4,1979 

Take notice that on August 29.1979 
National Fuel Gas Supply Corporation 
(National) tendered for filing as part of 
its FERC Gas Tariff. Original Volume 
No. 1. Second Substitute Eighth Revised 
Sheet No. 4 proposed to be effective 
November 1,1976, Substitute Third 
Revised Sheet No. 35 proposed to be 
effective November 1,1976, Substitute 
Third Revised Sheet No. 36 proposed to 
be effective November 1,1976. Second 
Substitute Tenth Revised Sheet No. 4 
proposed to be effective February 1. 

1977. Third Substitute Thirteenth 
Revised Sheet No. 4 proposed to be 
effective November 1,1977, Substitute 
Twenty-Fourth Revised Sheet No. 4 
proposed to be effective Janaury 1 , 1979. 
and Twenty-Eighth Revised Sheet No. 4 
proposed to be effective September 1 . 
pry. 

National states that these sheets are 
being filed pursuant to the Commission s 
Opinion No. 58. issued August 6,1979 in 
Docket Nos. RP75-96, RP77-14, and 
RP77-57. and to reflect the property 
transfer approved in Docket No. CP78- 
334 . 

National requests that the 
Commission grant such waivers of its 


regulations as it deems necessary to 
permit the revised tariff sheets to 
become effective on the dates requested. 

It is stated that copies of the filing 
have been mailed to all of its 
jurisdictional customers, interested state 
regulatory commissions and parties to 
the proceeding in Docket Nos. RP76-96. 
RP77-14 and RP77-57. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street. N.E.. Washington. 
D.C. 20426. in accordance with Sections 
1.8 and 1.10 of the Commission’s Rules 
of Practice and Procedure (18 CFR 1.8 
and 1.10). All such petitions or protests 
should be Hied on or before September 
19.1979. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken but will 
not serve to make protestants party to 
the proceeding. Any person wishing to 
become a party must file a petition to 
intervene. Copies of this filing are on file 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

|KR Doc. 79-28250 Filed 9-10-79 8:45 am| 

BILLING CODE 6450-01-M 


(Docket No. ER79-625] 

Northern States Power Co., 
Supplement No. 3 

September 5.1979 

The filing Company submits the 
following: 

Take notice that Northern States 
Power Company, on August 28,1979, 
tendered for filing Supplement No. 3 
dated August 20.1979. to the 
Interconnection and Interchange 
Agreement, dated September 12,1977. 
with the City of Kenyon. 

Supplement No. 3 amends Article IX 
of the Interconnection and Interchange 
Agreement continuing the terms of the 
Agreement through October 31,1994. 

Any person desiring to be heard or to 
protest said application should file a 
petition to intervene or protest with the 
Federal Energy Regulatory Commission. 
825 North Capitol Street. NE, 
Washington, D.C., 20426, in accordance 
with Section 1.8 and 1.10 of the 
Commission's Rules of Practice and 
Procedure (18 CFR 1.8,1.10). All such 
petitions and protests should be filed on 
or before September 25,1979. Protests 
will be considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 


must file a petition to intervene. Copies 
of this application are on file with the 
Commission and are available for public 
inspection. 

Kenneth F. Plumb. 

Secretary. 

(FR Doc. "9-28236 Filed 9-10-7* 0 45 umf 

BILLING CODE 6450-01-M 


1 Docket No. ER79-6271 

Northern States Power Co.; Agreement 
with Wisconsin Power & Light Co. 

September 5.1979 

The filing Company submits the 
following: Take notice that Northern 
States Power Company (Minnesota) on 
August 28.1979. tendered for filing an 
Agreement, dated July 30.1979, with 
Northern States Power Company 
(Wisconsin) and Wisconsin Power and 
Light Company. 

The Agreement provides for an 
interconnection between the parties at 
the Arpin Interconnection and details 
the Service Schedules available for the 
interchange of power and energy. 

Any person desiring to be heard or to 
protest said application should file a 
petition to intervene or protest with the 
Federal Energy Regulatory Commission, 
825 North Capitol Street. N.E., 
Washington, D.C. 20426. in accordance 
with Sections 1.8 and 1.10 of the 
Commission’s rules of practicerand 
procedure (18 CFR 1.8,1.10). All such 
petitions and protests should be filed on 
or before September 25, 1979. Protests 
will be considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 
must file a petition to intervene. Copies 
of this application are on file with the 
Commission and are available for public 
inspection. 

Kenneth F. Plumb. 

Secretary. 

(FR Doc 79-28237 Filed 9-10-7* *45 „m| 

BILLING CODE 6450-01-M 


(Docket No. RP79-57I 

Northwest Pipeline Corp.; Rate Change 

September 5.1979 

Take notice that on August 31.1979, 
Northwest Pipeline Corporation 
("Northwest") tendered for filing the 
following revised tariff sheets as part of 
its FERC Gas Tariff, Original Volume 
No. 2: 

Second Revised Sheet No. 122 

First Revised Sheet Nos. 140.169, 264. 384. 

403. 422. 480. 527. 545. 565. 592, 629. 652. 658, 
748. and 791. 
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As more fully explained in the instant 
filing, the tariff sheets incorporate the 
current gathering and transportation 
rates for each related rate schedule as 
determined by Northwest and supported 
by its Motion to Place Rates into Effect 
(‘‘Motion”) at Docket No. RP79-57 filed 
concurrently herewith. Said Motion also 
reflects the estimated revenue impact of 
the new rates. 

The proposed effective date for the 
tendered tariff sheets is October 1,1979. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street N.E., Washington, 
D.C. 20426, in accordance with Sections 
1.8 and 1.10 of the Commission’s Rules 
of Practice and Procedure (18 CFR 1.8, 
1.10). All such petitions or protests 
should be filed on or before Sept. 21, 
1979. Protests will be considered by the 
Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a petition to 
intervene. Copies of this filing are on file 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc. 79-28238 filed 9-10-79: 8:45 amf 

BILLING CODE 6450-01-M 


Docket No. GP79-351 

State of Louisiana, 103 NGPA 
Determination, Florida Gas Exploration 
Co., 7900 RA SUA L&N RR Co., No. 6 
Well, JD79-3495, Louisiana NGPA No. 
79-745; Final Order on Well Category 
Determination 

Issued August 27.1979 

On June 15,1979, the Commission 
issued a notice of preliminary finding 
that the determination by the State of 
Louisiana Office of Conservation 
(Louisiana), Florida Gas Exploration 
Company 7900 RA SUA L&N RR Co. No. 
6 well qualifies as a new. onshore 
production well under Section 103 of the 
Natural Gas Policy Act of 1978 (NGPA). 
was not supported by substantial 
evidence in the record on which the 
determination was based. 

A well qualifies as a new, onshore 
production well under Section 103 of the 
NGPA only if, among other 
requirements, the surface drilling of the 
well began on or after February 19,1977. 
The Basis for the Commission’s 
preliminary finding was that the record 
accompanying Louisiana’s 
determination indicated that the subject 
well was a reentry to an old well which 


had been spudded prior to February 19, 
1977. 

On July 6,1979. Louisiana submitted a 
supplement to its original determination 
which included additional evidence 
demonstrating that the subject well is 
actually located twenty feet from the old 
w f ell and is a new well having been 
spudded after February 19,1977. 
Louisiana also states that the subject 
well was drilled within a proration unit 
in existence at the time the surface 
drilling of such well began, and that 
natural gas had been produced in 
commercial quantities from another well 
in the proration unit. In accordance with 
§ 271.305(c) of the regulations, Louisiana 
made an implicit finding that the subject 
well was necesaary to effectively and 
efficiently drain the portion of the 
reservoir covered by the proration unit 
which could not be effectively and 
efficiently drained by any existing well 
within the proration unit, and the record 
developed by Louisiana prior to the 
commencement of drilling would 
support an explicit Finding to this effect. 

Thus, pursuant to 18 CFR § 275.202(e). 
the Commission orders that Louisiana’s 
determination—that the Florida Gas 
Exploration Company 7900 RA SUA 
L&N RR Co. No. 6 well qualifies as a 
new, onshore production well under 
Section 103 ofthe NGPA—be affirmed. 

By direction of the Commission. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc. 79-28239 filed 9-10-79: 8:45 ami 

BILLING CODE 6450-01-M 


[Docket No. GP79-88) 

South Texas Natural Gas Gathering 
Co., Petition for Declaratory Order 

September 5,1979 

Take notice that on August 15,1979, 
South Texas Natural Gas Gathering 
Company (South Texas), Five Greenway 
Plaza East, Houston, Texas 77046, filed a 
petition for declaratory order pursuant 
to section 1.7(c) of the Commission’s 
Rules of Practice and Procedure, 18 
C.F.R. § 1.7(c). The petition requests that 
the Commission determine the proper 
vintage classification for a well from 
which South Texas purchases gas for 
resale in interstate commerce, i.e., the 
A.A. McAllen Well No. 34, Texas 
Railroad Commission IT). No. 54803 
(Well No. 34). 

South Texas states that it is a natural 
gas company engaged in the gathering, 
transmission, sale, and transportation of 
natural gas through company owned and 
operated lines in Texas. South Texas 
further states that it purchases natural 
gas produced from Well No. 34 from 


Shell Oil Company (Shell) under FERC 
Rate Schedule 297. previously 
authorized in Docket No. CI63-1509. 

It is alleged by South Texas that Shell 
has improperly classified the gas sold 
from Well Np. 34 as subject to the 
“recompletion” rate approved by the 
Commission in Opinion No. 770-A (see 
18 C.F.R. § 2.56a(a)(5)) and incorporated 
by reference in section 104 of the 
Natural Gas Policy Act of 1978 (see 18 
C.F.R. § 271.402). Instead of the 
recompletion rate. South Texas alleges 
that production from Well No. 34 should 
receive the “flowing gas” rate (see 18 

C. F.R. § 271402) for deliveries on or after 
December 1,1978; the rate under 
Opinion No. 749 (see 18 C.F.R. 

§ 2.56b(a)(2)) for deliveries prior to 
December 1,1979; and the rate under 
Opinion No. 595 (see 18 C.F.R. § 154.109) 
for deliveries prior to January 1,1976. 
According to its view of the applicable 
rate for deliveries from Well No. 34, 
South Texas estimates that its 
overpayments have approximated 
$400,000. 

South Texas argues that there must be 
production from an “initial" completion 
before there can be a “recompletion” 
within the meaning of the Commission’s 
regulations. South Texas asserts that 
there has never been more than an 
“initial” completion and cites records of 
the Texas Railroad Commission in 
support of its assertion. South Texas 
states that the Commission’s regulations 
do not explicitly define either 
“completion” or “recompletion,” so that 
a declaratory order is necessary to 
resolve the pricing issue. In the event 
the Commission determines that the rate 
charged by Shell is in excess of the 
lawful rate. South Texas requests that 
the Commission order Shell to make a 
prompt refund with interest, and grant 
such other relief as may be appropriate. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to* intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, N.E., Washington, 

D. C. 20426, in accordance with Sections 
1.8 and 1.10 of the Commission’s Rules 
of Practice and Procedure (18 C.F.R. 

§§ 1.8 and 1.10). All such petitions or 
protests should be filed on or before 
September 28,1979. Protests will be 
considerd by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 
must file a petition to intervene. Copies 
of this filing are on file with the 
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Commission and are available for public 
inspection. 

Kenneth F. Plumb, 

Sfcretdry. 

|FR Ooc. 79-28241 Filed 9-10-79; 8:45 am) 

BILLING CODE 6450-01-M 


[Docket No. CP79-425] 

Southern Natural Gas Co.; Application 

August 31,1979 

Take notice that on August 1,1979, 
Sothern Natural Gas Company 
(Southern), P.O. Box 2563, Birmingham, 
Alabama 35303, filed in Docket No. 
CP79-425 an application pursuant to 
Section 7 of the Natural Gas Act and 
Sections 157.7(b), 157.7(c), 157.7(e) and 
157.7(g) of the Regulations thereunder 
(18 CFR 157.7(b). 157.7(c), 157.7(e), and 
157.7(g)), for a certificate of public 
convenience and necessity authorizing 
the construction during the period 
commencing October 21,1979, through 
December 31,1980, and operation of gas- 
purchase facilities; authorizing the 
construction, for the same time period, 
and operation of facilities to make 
miscellaneous rearrangements on its 
system; for permission and approval to 
abandon, during the same time period, 
direct sale service and facilities no 
longer required for deliveries of natural 
gas to Southern's customers; and for a 
certificate authorizing the construction 
and for permission for and approval of 
the abandonment, during the same time 
period, and operation of field gas 
compression and related metering and 
appurtenant facilities, all as more fully 
set forth in the application on file with 
the Commission and open to public 
inspection. 

The stated purpose of this budget-type 
application is to enable Southern to act 
with reasonable dispatch in contracting 
for and connecting to its pipeline 
system, and to the system of other 
natural gas companies authorized to 
transport for or exchange with Southern, 
supplies of natural gas in areas 
generally coextensive with such 
systems; to augment Southern’s ability 
to act with reasonable dispatch in 
making miscellaneous rearrangements 
which would not result in any material 
change in the service presently rendered 
bv Southern; to augment Southerns 
ability to act with reasonable dispatch 
in abandoning service and removing 
direct sale measuring, regulating, and 
related facilities 1 and to augment 
Southern’s ability to act with reasonable 


Southern slates that it would abandon service 
and facilities only when deliveries to any one direct 
sale customer would not exceed 100.000 Mcf of 
natural gas during the last year of service. 


dispatch in the construction, relocation, 
and operation and abandonment of 
facilities which will not result in 
changing Southern’s system salable 
capacity or service from that authorized 
prior to the filing of the instant 
application. 

Southern requests waiver of the 
maximum term limitations of Sections 
157.7(b), 157.7(c), 157.7(e) and 157.7(g) of 
the Regulations to permit the issuance of 
budget-type authorizations for the 
lengthened period October 21,1979, 
through December 31,1980, instead of 
the traditional 12-month period. 

Southern contends that the purpose of 
requesting this waiver is to assist in the 
implementation of the Commission’s 
proposal in its Notice of Proposed 
Rulemaking in Docket No. RM79-37 to 
establish budget-type certificates for 
gas-purchase facilities on a calendar- 
year basis. Granting this requested 
waiver of the aforementioned Sections 
requested would enhance the efficient 
administration of these authorizations 
by both Southern and the Commission, it 
it is stated. 

Additionally, Southern requests 
waiver of Section 157.7(b)(4) in order to 
permit it to expand the definition of 
“gas-purchase facilities to include the 
construction and operation of the 
following: 

(1) Facilities necessary to connect the 
facilities of a producer or other simitar seller 
allowed by the Natural Ca9 Policy Act of 
1978 (NGPA) to make a sale of gas to 
Southern for resale in interstate commerce 
without specific Commisison authorization, 
with Southern’s interstate pipeline system, 
the system of another natural gas company 
authorized to transport or exchange such gas 
with Southern, or with the facilities of an 
intrastate pipeline authorized by Commission 
order or pursuant to Section 311(a) of the 
NGPA to transport such gas for the account 
of. or for the exchange of such gas with 
Southern, and 

(2) Facilities necessary to connect the 
facilities of an interstate or intrastate pipeline 
transporting gas to or for the account of 
Southern with Southern’s Interstate pipeline 
system or with that of another interstate or 
intrastate pipeline authorized by Commission 
order or by Section 311(a) of the NGPA to 
transport or exchange such gas with 
Southern. 

Southern also requests waiver of the 
cost ceilings contained in Sections 
157.7(b)(l)(i) and (ii). 157.7(c)(3)(i). and 
157.7(g)(3), respectively, to permit the 
total estimated cost of construction of 
gas-purchase facilities for the 
lengthened period to be $24,000,000 with 
no single onshore project to exceed 
$2,400,000 and no single offshore project 
to exceed $4,500,000; to permit the total 
estimated cost of construction of 
facilities to be constructed to make 


miscellaneous rearrangements on its 
system to be $644,400; and to permit the 
total cost of construction, relocation, 
removal or abandonment of field 
compression facilities not to exceed 
$6,620,000, with no single project to 
exceed $920,000. Southern states that 
these increased cost ceilings are 
necessary to offset the effect of inflation 
and real increases in construction costs 
since the present cost ceilings were 
established. Southern further states that 
the cost of all facilities proposed to be 
constructed herein would be financed 
with cash on hand or with cash 
available from current operations. 

The application states that Southern 
would not abandon any direct service 
unless it would have received a written 
request or written permission from the 
customer to terminate service. In the 
event such request or permission could 
not be obtained, a statement certifying 
that the customer has no further need 
for service would be filed with the 
Commission, it is said. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before 
September 20,1979, file with the Federal 
Energy Regulatory Commission, 
Washington, D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission’s Rules. 

Take further notice that, pursuant to 
the authority contained in and subject to 
the jurisdiction conferred upon the 
Federal Energy Regulatory Commission 
by Sections 7 and 15 of the Natural Gas 
Act and the Commission’s Rules of 
Practice and Procedure, a hearing will 
be held without further notice before the 
Commission or its designee on this 
application if no petition to intervene is 
filed within the time required herein, if 
the Commission on its own review of the 
matter finds that a grant of the 
certificate and permission and approval 
for the proposed abandonment are 
required by the public convenience and 
necessity. If a petition for leave to 
intervene is timely filed, or if the 
Commission on its own motion believes 
that a formal hearing is required, further 
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notice of such hearing will be duly 
given. 

Under the procedure herein provided 
for, unless otherwise advised, it will be 
unnecessary for Southern to appear or 
be represented at the hearing. 

Kenneth F. Plumb, 

Secretary. 

(FR Doc. 79-28240 Filed 9-10-79:1:45 ami 

BILUNG CODE 6450-01-M 


[Docket No RP72-121 PGA791 

Southwest Gas Corp.; Change in Rates 
Pursuant to Purchased Gas Cost 
Adjustment 

September 5.1979 

Take notice that on August 27,1979, 
Southwest Gas Corporation 
("Southwest”) tendered for filing Fourth 
Revised Sheet No. 10 constituting the 
Statement of Rates of its FERC Gas 
Tariff, Original Volume No. 1. According 
to Southwest, the purpose of this filing is 
to adjust rates of Southwest under its 
Purchased Gas Adjustment Clause in 
Section 9 of the General Terms and 
Conditions contained in said tariff, as a 
result of changes in rates from its 
supplier. Northwest Pipeline 
Corporation (“Northwest”), effective 
October 1,1979. The proposed effective 
date for Southwest’s proposed change in 
rates is October 1,1979. 

Southwest states that copies of the 
filing have been mailed to the Public 
Service Commission of Nevada, the 
California Public Utilities Commission, 
Sierra Pacific Power Company and CP 
National (formerly California-Pacific 
Utilities Company). 

Any person desiring to be heard, or to 
protest said filing, should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission, 825 
North Capitol Street, N.E., Washington, 
D.C. 20426, in accordance with Sections 
1.8 and 1.10 of the Commission’s Rules 
of Practice and Procedure (18 CFR 1.8, 
1.10). All such petitions or protests 
should be filed on or before September 
21,1979. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a petition to 
intervene. Copies of this filing are on file 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretory . 

|FR Doc. 79-28242 Filed 9-10-79 8:45 am\ 

BILUNG CODE 6450-01-M 


[Docket No. CP77-2971 

Tennessee Gas Pipeline Co. t a Division 
of Tenneco Inc.; East Tennessee 
Natural Gas Co.; Petition To Amend 

August 31,1979 

Take notice that on August 8, 1979, 
Tennessee Gas Pipeline Company, a 
Division of Tenneco Inc. (Tennessee), 
P.O. Box 2511, Houston, Texas 77001, 
and East Tennessee Natural Gas 
Company (East Tennessee), P.O. Box 
10245, Knoxville, Tennessee 37919, filed 
in Docket No. CP77-297 a petition to 
amend further the order issued April 29, 
1977, 1 as amended, issuing a certificate 
of public convenience and necessity in 
the instant docket pursuant to Section 
7(c) of the Natural Gas Act and Section 
2.79 of the Commission’s General Policy 
and Interpretations (18 CFR 2.79) by 
authorizing an extension for an 
additional two years of the 
transportation service for William L. 
Bonnell Company (Bonnell), all as more 
fully set forth in the petition to amend 
which is on file with the Commission 
and open for public inspection. 

Tennessee and East Tennessee were 
authorized to transport up to 1,200 Mcf 
per day for Bonnell. The volumes 
transported were produced by Forman 
Exploration Company, etal (Forman), 
from the Cadeville Field, Ouachita 
Parish. Louisiana, and were received by 
Tennessee for Bonnell’s account at 
Tennessee’s Greenbrier Sales No. 2 
delivery point to East Tennessee located 
in Robertson County, Tennessee. Also, 
pursuant to the authorization and East 
Tennessee’s Rate Schedule T-5. East 
Tennessee transported the gas delivered 
to it by Tennessee to Middle Tennessee 
Natural Gas Utility District for 
redelivery to Bonnell. 

On March 24,1978, Tennessee and 
East Tennessee were authorized to 
receive gas for the account of Bonnell 
from an additional source, Texas Pacific 
Oil Company [UK], Inc. (Texas Pacific). 

The authorization, as amended, 
expired on May 31,1979 and the 
purchase contracts between Bonnell and 
Forman and Bonnell and Texas Pacific 
are terminated. 

The petition asserts that Bonnell has a 
continuing need for a supplemental 
supply for natural gas. Accordingly. 
Bonnell entered into a new gas purchase 
contract with Forman dated May 31, 
1979. Tennessee and East Tennessee 
request authorization for the 
continuation of the transportation 
service for Bonnell for an additional 
two-year period of volumes of natural 


1 This proceeding was commenced before the 
FPC. By joint regulation of October 1, 1977 (10 CFR 
1000.1), it was transferred to the FERC. 


gas produced by Forman from the 
Cadeville Field, Ouachita Parish. 
Louisiana, with maximum daily volumes 
not to exceed 600 Mcf per day for the 
first year and not to exceed 300 Mcf per 
day for the second year as set out in 
said new contract between Bonnell and 
Forman. The proposed service does not 
contemplate further deliveries from 
Texas Pacific. 

Any person desiring to be heard or lo 
make any protest with reference to said 
petition to amend should on or before 
Sept. 21,1979, file with the Federal 
Energy Regulatory Commission, 
Washington. D.C. 20420, a petition lo 
intervene or a protest in accordance 
with the requirements of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission’s Rules. 

Kenneth F. Plumb, 

Secretary. 

(FR Doc. 79-28251 Filed 9-10-79; 8:45 am| 

BILLING CODE 6450-01-M 


l Docket Nos. CP77-286; CP77-3161 

Transcontinental Gas Pipe Line Corp., 
United Gas Pipe Line Co.; Petition to 
Amend 

August 31,1979 

Take notice that on August 8,1979. 
Transcontinental Gas Pipe Line 
Corporation (Transco), P.O. Box 1396, 
Houston, Texas 77001, and United Gas 
Pipe Line Company (United), P.O. Box 
1478, Houston, Texas 77001, filed in 
Docket No. CP77-286 and CP77-316, 
respectively, a petition to amend the 
order issued May 20.1977 1 issuing 
certificates of public convenience and 
necessity in the instant dockets 
pursuant to Section 7(c) of the Natural 
Gas Act and Section 2.79 of the 
Commission’s General policy and 
Interpretations (18 CFR 2.79) by 
authorizing an extension of the term of 
the transportation service rendered for 
Dan River, Inc. (Dan River), for an 
additional two years, all as more fully 
set forth in the petition to amend which 
is on file with the Commission and open 
for public inspection. 


‘This proceeding was commenced before the 
FPC. By joint regulation of October 1,1977 (10 CFR 
1000.1), it was transferred to the FERC. 
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Transco and United are authorized to 
transport on an interruptible basis up to 
1,300 Mcf per day of gas for Dan River, 
an existing industrial customer of the 
City of Danville, Virginia, (Danville) and 
Piedmont Natural Gas Company, Inc. 
(Piedmont), two of Transco’s resale 
customers served under Rate Schedule 
CD-2. 

Dan River causes such gas to be 
delivered to United in St. John the 
Baptist Parish, Louisiana, and United, in 
turn, delivers the gas to Transco at 
mutually agreeable existing authorized 
points of exchange. Transco redelivers 
the subject gas to Danville and 
Piedmont for the account of Dan River. 

The petition indicates that Dan River 
has entered into a new gas purchase 
agreement dated June 6,1979, with Jar 
Timber Corporation, Vermilion Bay 
Land Company, John Stuart Hunt, Jean 
Gannon Hunt, Sherman M. Hunt, and 
Mary Andrews Hunt, to continue the 
sale of gas from the No. 1 Lutcher Moore 
Cypress well for an additional two-year 
term. Additionally, Dan River has 
entered into new transportation 
agreements with Transco and United, to 
continue the transportation of the 
subject gas. 

Any person desiring to be heard or to 
make any protest with reference to said 
petition to amend should on or before 
September 21,1979, file with the Federal 
Energy Regulatory Commission. 
Washington. D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
protestants parties to the proceeding. 

Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission’s Rules. 

Kenneth F. Plumb, 

Secretary. 

|KR Doc 79-28252 Filed 9-10-79 8:45 am) 

BILLING CODE 6450-01-M 


[Docket No. CP79-230J 

Transcontinental Gas Pipe Line Corp.; 
Petition To Amend 

August 30,1979 

Take notice that on August 3.1979, 
Transcontinental Gas Pipe Line 
Corporation (Transco), P.O. Box 1396, 
Houston, Texas 77001, filed in Docket 
No. CP79-230 a petition to amend the 


Commission’s order of June 7,1979, 
issued in the instant docket pursuant to 
Section 7(c) of the Natural Gas Act so as 
to authorize an increase in the maximum 
daily quantities of gas which Transco is 
authorized to transport for El Paso 
Natural Gas Company (El Paso), all as 
more fully set forth in the petition to 
amend on file with the Commission and 
open to public inspection. 

Pursuant to the Commission’s order of 
June 7,1979, issued in the instant docket, 
Transco is presently authorized to 
transport up to 30,000 Mcf of natural gas 
per day for El Paso. Transco indicates 
that it is presently transporting such 
quantities of gas for El Paso from a point 
of interconnection of its Southwest 
Louisiana Gathering System (SW 
System) and the tailgate of the 
separation plant of U-T Offshore 
System at Johnson’s Bayou, Cameron 
Parish, Louisiana, to a point of 
connection between the facilities of 
Transco and the Katy Plant of Exxon 
Company, U.S.A., in Waller County, 
Texas, and the point of connection 
between the facilities of Transco and 
Houston Pipe Line Company near 
Fulshear, Fort Bend County, Texas. 

El Paso now desires to increase the 
maximum daily transportation 
quantities from 30,000 Mcf per day to 
60,000 Mcf per day and Transco requests 
that the Commission amend the order in 
the instant docket to provide for such 
increase daily transportation quantities. 

Any person desiring to be heard or to 
make any protest with reference to said 
petition to amend should on or before 
September 20,1979, file with the Federal 
Energy Regulatory Commission, 
Washington, D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
protestants parties to the proceeding. 

Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file a 
petition to intervene in accordance with 
the Commission’s Rules. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc 79-28253 Piled 9-10-79. 8:45 «mj 

BILLING CODE 6450-01-M 


[Docket No. RP77-19] 

Transwestern Pipeline Co.; Proposed 
Changes in FERC Gas Tariff 

September 4.1979 

Take notice that Transwestem 
Pipeline Company (Transwestem) on 
August 28.1979, tendered for filing as 
part of its FERC Gas Tariff, Second 
Revised Volume No. 1, various tariff 
sheets reflecting interim rates for the 
period June 1,1977 through February 28, 
1979. These sheets are being issued 
pursuant to the Commission’s Order 
Approving Stipulation and Agreement 
Subject To Conditions And Setting 
Reserved Issues For Hearing issued July 
9.1979 in Docket No. RP77-19. These 
sheets reflect interim base tariff rates as 
set forth in Appendix B of the 
Stipulation and Agreement approved by 
the Commission for the locked-in period 
June 1.1977 thru February 28.1979 in 
accordance with the terms of the 
Stipulation and Agreement. 

The interim rates are pending 
determination of the final rates subject 
to the resolution of certain unresolved 
issues in RP75-74 and RP77-19 as set 
forth in the Commission's July 9,1979 
order. 

Copies of the filing were served upon 
the company’s jurisdictional customers 
and interested state commissions. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission. 825 
North Capitol Street, N.E., Washington, 
DC 20426, in accordance with Sections 
1.8 and 1.10 of the Commission’s Rules 
of Practice and Procedure (18 CFR 1.8, 
1.10). All such petitions or protests 
should be filed on or before September 
20,1979. Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a petition to 
intervene. Copies of this filing are on file 
with the Commission and are available 
for public inspection. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc 79-28254 Filed 9-10-79: 8:45 araj 

BILLING CODE 6450-01-M 


[Docket No. CP79-404] 

Washington National Gas Company, as 
Project Operator; Application 

August 30,1979 

Take notice that on July 9,1979, 
Washington Natural Gas Company, as 
Project Operator (Washington), 815 
Mercer Street, Seattle, Washington 
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98111. filed in Docket No. CP79-404 an 
application pursuant to Section 7(c) of 
the Natural Gas Act for a certificate of 
public convenience and necessity 
authorizing the operation of the Jackson 
Prairie Storage Project located in Lewis 
County. Washington, in such a manner 
as necessary to increase deliveries to 
Northwest Pipeline Corporation 
(Northwest), all as more fully set forth in 
the application which is on file with the 
Commission and open for public 
inspection. 

The application indicates that the 
Jackson Prairie Storage Project 1 is an 
aquifer type storage area which 
provides storage capacity for the 
rendition of a special winter peaking 
service by Northwest pursuant to its 
Rate Schedule SGS-1 in its FERC Tariff 
Original Volume No. 1. 

The project is authorized to deliver up 
to 300.000 Mcf daily, with an additional 
best efforts increment of 71.800 Mcf, for 
a combined daily capability of 371,800 
Mcf, including both firm and best efforts 
gas. The project is further authorized on 
a temporary basis to deliver up to 
10,800,000 Mcf during a seasonal period, 
commencing October 1 of each year and 
continuing through the succeeding April 
30. 

Washington asserts that Northwest 
also purchases storage capacity from 
Mountain Fuel Resources Inc. in the 
Clay Basin Storage Field. Washington 
has been informed that Mountain Fuel 
Resources Inc. and Northwest are 
presently authorized to utilize Clay 
Basin for the withdrawal of up to 150,000 
Mcf per day and 20,000,000 Mcf 
seasonally. As a result of improved 
Canadian gas deliveries, Northwest 
determined that it could fulfill the 
request of a number of its customers for 
additional gas volumes in the winter 
months. In order to provide such 
volumes Northwest proposed to convert 
a portion of the Clay Basin storage 
capability and to provide such volumes 
under a Winter Service Rate Schedule. 
To assure that Northwest has sufficient 
storage capability to protect its firm 
contract demands, Northwest 
determined that with 75,000 Mcf of daily 
deliverability and a seasonal capability 
of 2,000.000 Mcf it could effectively 
protect its firm peak day requirements. 
Therefore, Northwest has made the 
necessary arrangements to utilize the 
Jackson Prairie Storage Project for this 
purpose as well as for the purpose of 
providing storage service pursuant to 
Northwest’s SGS-1 Rate Schedule. 


1 Washington. Northwest and The Washington 
Water Power Company are joint and equal 
undivided owners in the Jackson Prairie Project and 
Washington acts as operator of the project. 


The utilization of Jackson Prairie by 
Northwest for its account would require 
that Washington store and deliver to 
Northwest up to 2,000.000 Mcf on a 
seasonal basis. At least 1,000,000 Mcf of 
this is to be in place prior to the 
commencement of the heating season, 
with the 1,000,000 Mcf to be injected by 
Northwest during off peak periods of the 
winter season as space is provided. 
Winter service would require an 
increase in firm deliverability of 25.000 
Mcf per day. increasing the presently 
authorized level of 300,000 Mcf per day 
to 325,000 Mcf per day. 

Washington requests authorization to 
operate the Jackson Prairie Storage 
Project so as to be able to increase 
deliveries to Northwest of seasonal 
working gas quantities, beginning with 
1979/80 heating season until April 30. 
1982, from the present authorized level 
of 10,800.000 Mcf to 12,800,000 Mcf and 
to increase the authorized maximum 
daily delivery rate from 300,000 Mcf, 
with an additional best efforts 
increment of 71,800 Mcf to 325,000 Mcf, 
with an additional best efforts 
increment of 71,800 Mcf. 

No additional facilities are required 
and there are no costs associated with 
this operation. 

In order to increase the capability of 
the Storage Project to achieve the 
expanded seasonal quantities as 
proposed, it is indicated that the total 
storage inventory would increase to not 
less than 29,900.000 Mcf, comprised of 
the cushion gas in the storage of not less 
than 18,100,000 Mcf. The seasonal 
working gas quantity would be 
established at 12.800.000 Mcf. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before 
September 18,1979, file with the Federal 
Energy Regulatory Commission, 
Washington, D.C. 20426, a petition to 
intervene or a protest in accordance 
with the requirements of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must File a 
petition to intervene in accordance with 
the Commission’s Rules. 

Take further notice that, pursuant to 
the authority contained in and subject to 
the jurisdiction conferred upon the 
Federal Energy Regulatory Commission 
by Sections 7 and 15 of the Natural Gas 
Act and the Commission’s Rules of 


Practice and Procedure, a hearing will 
be held without further notice before the 
Commission or its designee on this 
application if no petition to intervene is 
filed within the time required herein, if 
the Commission on its own review of the 
matter finds that a grant of the 
certificate is required by the public 
convenience and necessity. If a petition 
for leave to intervene is timely filed, or if 
the Commission on its own motion 
believes that a formal hearing is 
required, further notice of such hearing 
will be duly given. 

Under the procedure herein provided 
for, unless otherwise advised, it will be 
unnecessary for Washington to appear 
or be represented at the hearing. 

Kenneth F. Plumb. 

Secretary. 

|FR Doc. 79-28255 Filed 9-10-79: 0:45 om| 

BILLING CODE 8450-01-M 


lDocket No ER79-6301 

The Washington Water Power Co.; 
Filing 

September 6,1979 

The Filing company submits the 
following: 

Take notice that on August 31,1979, 
The Washington Water Power Company 
(Washington) tendered for filing a 
transmission rate for power transfers 
through its system. This transmission 
rate is to apply to those wheeling 
transactions that are not provided for 
under existing tariffs. 

Washington further states that the 
rate for power transfers is 0.75 mill per 
kilowatt-hour plus losses. 

Washington proposes an effective 
date of November 1,1979. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Energy Regulatory Commission. 825 
North Capitol Street, N.E., Washington 
D.C. 20426, in accordance with Sections 
1.8 and 1.10 of the Commission's Rules 
of Practice and Procedure (18 CFR 1.8, 
1.10) should be Filed on or before 
September 26,1979. Protests will be 
considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Any person wishing to become a party 
must file a petition to intervene. Copies 
of this Filing are on File with the 
Commission and are available for public 
inspection. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc. 79-28243 Filed 9-10-79. 8:45 am] 

BILLING CODE 6450-01-M 
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ENVIRONMENTAL PROTECTION 
AGENCY 

(FRL 1315-7] 

Science Advisory Board Executive 
Committee 

Subcommittee on Toxic Substances; 
Open Meeting 

Under Pub. L. 92-463, notice is hereby 
given that a one-day meeting of the 
Subcommittee on Toxic Substances of 
the Science Advisory Board will be held 
on Friday, October 19.1979, in Room 
1101 (West Tower), Waterside Mall. 401 
M Street, S.W., Washington. D.C. The 
Meeting will start at 9:00 a.m. 

The Subcommittee will be meeting for 
the fifth time, the purpose being to 
review health effects test standards 
proposed by the Office of Toxic 
Substances, and to discuss research 
activities required to support regulatory 
decisions pursuant to provisions of the 
Toxic Substances Control Act. 

The Meeting will be open to the 
public. Any member of the public 
wishing to attend or submit a paper 
should contact the Science Advisory 
Board (A-101), U.S. Environmental 
Protection Agency, Washington, D.C. 
20460. by c.o.b. October 16,1979. Please 
ask for Dr. Richard A. Rhoden. The 
telephone number is (202) 472-3026. 

Dr. Richard M. Dowd, 

Staff Director. Science Advisory Board. 
September 5.1979. 

|FR Doc. 79-28288 Filed 9-10-79; 8:45 ami 

BILLING COOE 6560-01-M 


FEDERAL EMERGENCY 
MANAGEMENT AGENCY 

IFDAA-576-DR; Docket No. NFD 738 J 

Alabama; Amendment to Notice of 
Major Disaster Declaration 

agency: Federal Emergency 
Management Agency. 
action: Notice 

summary: This Notice amends the 
Notice of a major disaster for the State 
of Alabama (FDAA-576-DR), dated 
April 18. 1979. 
date: August 28.1979. 

FOR FURTHER INFORMATION CONTACT: 

Sewall H. E. Johnson, Disaster Response 
and Recovery, Federal Emergency 
Management Agency. Washington, D.C. 
-0472 (202) 634-7825. 
notice: The Notice of a major disaster 
for the State of Alabama dated April 18. 
1979, is hereby amended to include the 
following areas among those areas 
determined to have been affected 


adversely by the catastrophe declared a 
major disaster by the President in his 
declaration of April 18,1979. 

For Federal assistance to disaster- 
damaged public schools under Public 
Law 81-815 and Public Law 81-874, as 
appropriate, in addition to Individual 
Assistance under Public Law 93-288 as 
designated previously on April 18,1979, 
the Counties of: Jefferson and Marshall. 

(Catalog of Federal Domestic Assistance No. 

14.701, Disaster Assistance: No. 13.477, 
School Construction, and No. 13.478, School 
Maintenance and Operation Assistance.) 
William H. Wilcox, 

Acting Director, Disaster Response and 
Recovery, Federal Emergency Management 
Agency . 

[FR Doc. 79-28166 Filed 9-10-79 *45 am] 

BILLING COOE 4210-22-M 


IFEMA-594-DR; Docket No. NFD-736] 

California; Amendment to Notice of 
Major Disaster Declaration 

agency: Federal Emergency 
Management Agency. 
action: Notice. 

summary: This Notice amends the 
Notice of a major disaster for the State 
of California (FEMA-594-DR). dated 
July 27.1979. 
dated: August 23,1979. 

FOR FURTHER INFORMATION CONTACT: 
Sewall H. E. Johnson, Disaster Response 
and Recovery, Federal Emergency 
Management Agency, Washington. D.C. 
20472 (202) 634-7825. 

notice: The Notice of a major disaster 
for the State of California dated July 27. 
1979, is hereby amended to include the 
following area among those areas 
determined to have been adversely 
affected by the catastrophe declared a 
major disaster by the President in his 
declaration of July 27,1979. 

For Public Assistance in addition to 
Individual Assistance: Riverside County. 

(Catalog of Federal Domestic Assistance No. 

14.701. Disaster Assistance.) 

William H. Wilcox. 

Acting Director. Disaster Response and 
Recovery, Federal Emergency Management 
Agency. 

IFR Doc 79-28167 Filed 9-10-79: 8:45 •mj 

BILLING COOE 4210-22-M 


IFEMA-596-DR; Docket No. NFD-737J 

Indiana; Amendment to Notice of 
Major Disaster Declaration 

agency: Federal Emergency 
Management Agency 
action: Notice 


summary: This Notice amends the 
Notice of a major disaster for the State 
of Indiana (FEMA-596-DR), dated July 
31,1979. 

DATED: August 23,1979 

FOR FURTHER INFORMATION CONTACT! 

Sewall H. E. Johnson, Disaster Response 
and Recovery, Federal Emergency 
Management Agency, Washington, D.C. 
20472 (202) 634-7825. 
notice: The Notice of a major disaster 
for the State of Indiana dated July 31. 
1979, is hereby amended to include the 
following area among those areas 
determined to have been adversely 
affected by the catastrophe declared a 
major disaster by the President in his 
declaration of July 31.1979. 

The following County for Public 
Assistance only: 

Posey. 

(Catalog of Federal Domestic Assistance No. 

14.701, Disaster Assistance.) 

William H. Wilcox, 

Acting Director, Disaster Response and 
Recovery, Federal Emergency Management 
Agency. 

IFR Doc. 79-28168 Filed 9-10-79; 8:45 am| 

BILLING CODE 4210-22-M 


FEDERAL COUNCIL ON THE AGING 

Amended Notice of Meeting-Change in 
Location 

Notice is hereby given of the change 
in location of the meeting of the Federal 
Council on the Aging originally 
scheduled for September 12,1979 in 
Room 1813, Food and Drug 
Administration Building, 200 C Street, 
S.W. The new location is Room 3906. 
Environmental Protection Agency 
Building, 401 M Street, S.W., 

Washington, D C. 

Further information on the Federal 
Council may be obtained from the 
Federal Council on the Aging, 
Washington, D.C, 20201, telephone (202) 
245-0441. FCA meetings are open for 
public observation. 

Dated: September 6.1979. 

Nelson H. Cruikshank, 

Chairman, Federal Council on the Aging 

[FR Doc. 79-28286 Filed 9-10-7* *45 amj 

BILLING CODE 4110-92-M 


FEDERAL RESERVE SYSTEM 

American Security Corp.; Proposed 
Acquisition of American Security 
Financial Services 

American Security Corporation, 
Washington. D.C., has applied, pursuant 
to section 4(c)(8) of the Bank Holding 
Company Act (12 U.S.C. 18432(c)(8)) and 
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§ 225.4(b)(2) of the Board’s Regulation Y 
(12 CFR § 225.4(b)(2)). for permission to 
acquire voting shares of American 
Security Financial Services, Bethesda, 
Maryland. 

Applicant states that the proposed 
subsidiary would engage in the 
activities of a consumer finance 
company, make first mortgage loans, sell 
credit life, accident and health insurance 
directly related to its extensions of 
credit, and sell travelers checks, money 
orders and savings bonds. Such 
activities have been specified by the 
Board in § 225.4(a) of Regulation Y as 
permissible for bank holding companies, 
subject to Board approval of individual 
proposals in accordance with the 
procedures of § 225.4(b). Applicant also 
states that the proposed subsidiary 
would offer Applicant’s debentures for 
sale to the public and cash checks for its 
customers. These activities would be 
performed from offices of Applicant’s 
subsidiary to be located in Bethesda, 
Maryland and Arlington County, 
Virginia, and the geographic areas to be 
served are the Maryland and Virginia 
suburbs of Washington. D.C. 

Interested persons may express their 
views on the question whether 
consummation of the proposal can 
“reasonably be expected to produce 
benefits to the public, such as greater 
convenience, increased competition, or 
gains in efficiency, that outweigh 
possible adverse effects, such as undue 
concentration of resources, decreased or 
unfair competition, conflicts of interests, 
or unsound banking practices.” Any 
request for as hearing on this question 
must be accompanied by a statement of 
the reasons a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute, summarizing the 
evidence that would be presented at a 
hearing, and indicating how the party 
commenting would be aggrieved by 
approval of the proposal. 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of 
Richmond. 

Any views or requests for hearing 
should be submitted in writting and 
received by the Secretary, Board of 
Governors of the Federal Reserve 
System, Washington, D.C. 20551, not 
later than October 1,1979. 

Board of Governors of the Federal Reserve 
System. August 31.1979. 

Griffith L. Garwood, 

Deputy Secretory of the Board 

(FR Doc. 79-28169 Filed 9-10-79; 8:45 am( 

BILLING COOE 6210-01-*! 


Bank Holding Companies; Proposed 
De Novo Nonbank Activities 

The bank holding companies listed in 
this notice have applied, pursuant to 
section 4(c)(8) of the Bank Holding 
Company Act (12 U.S.C. 1843(c)(8)) and 
§ 225.4(b)(1) of the Board’s Regulation Y 
(12 CFR 225.4(b)(1)), for permission to 
engage de novo (or continue to engage in 
an activity earlier commenced de novo), 
directly or indireclty, solely in the 
activities indicated, which have been 
determined by the Board of Governors 
to be closely related to banking. 

With respect to each application, 
interested persons may express their 
views on the question whether 
consummation of the proposal can 
“reasonably be expected to produce 
benefits to the public, such as greater 
convenience, increased competition, or 
gains in efficiency, that outweigh 
possible adverse effects, such as undue 
concentration of resources, decreased or 
unfair competition, conflicts of interest, 
or unsound banking practices.” Any 
comment on an application that requests 
a hearing must include a statement of 
the reasons a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute, summarizing the 
evidence that would be presented at a 
hearing, and indicating how the party 
commenting would be aggrieved by 
approval of that proposal, 

Each application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank indicated 
for that application. Comments and 
requests for hearings should identify 
clearly the specific application to which 
they relate, and should be submitted in 
writing and received by the appropriate 
Federal Reserve Bank not later than 
October 5,1979. 

A. Federal Reserve Bank of Chicago, 
230 South LaSalle Street, Chicago, 
Illinois 60690: 

Security Agency, Inc., Decorah, Iowa 
(personal property leasing activities: 
Iowa): to engage, through its subsidiary. 
Security Leasing Company, Inc., in 
making leases of personal property in 
accordance with the Board’s Regulation 
Y. This activity would be conducted 
from an office in Decorah. Iowa, serving 
Winneshiek County, Iowa. 

B. Other Federal Reserve Banks: 
None. 

Board of Governors of the Federal Reserve 
System. September 5.1979. 

Theodore E. Allison, 

Secretory of the Board. 

(FR Doc. 79-28170 Filed 9-10-79; 8:45 am) 

BILLING COOE 6210-01-M 


Bank Holding Companies; Proposed 
De Novo Nonbank Activities 

The bank holding companies listed in 
this notice have applied, pursuant to 
section 4(c)(8) of the Bank Holding 
Company Act (12 U.S.C. § 1843(c)(8)) 
and section 225.4(b)(1) of the Board’s 
Regulation Y (12 C.F.R. § 225.4(b)(1)), for 
permission to engage de novo (or 
continue to engage in an activity earlier 
commenced de novo), directly or 
indirectly, solely in the activities 
indicated, which have been determined 
by the Board of Governors to be closely 
related to banking. 

With respect to each application, 
interested persons may express their 
views on the question whether 
consummation of the proposal can 
“reasonably be expected to produce 
benefits to the public, such as greater 
convenience, increased competition, or 
gains in efficiency, that outweigh 
possible adverse effects, such as undue 
concentration of resources, decreased or 
unfair competition, conflicts of interest, 
or unsound banking practices.” Any 
comment on an application that requests 
a hearing must include a statement of 
the reasons a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute, summarizing the 
evidence that would be presented at a 
hearing, and indicating how the party 
commenting would be aggrieved by 
approval of that proposal. 

Each application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank indicated 
for that application. Comments and 
requests for hearings should identify 
clearly the specific application to which 
they relate, and should be submitted in 
writing and received by the appropriate 
Federal Reserve Bank not later than 
October 4,1979. 

A. Federal Reserve Bank of 
Richmond, 701 East Byrd Street, 
Richmond, Virginia 23261: 

Maryland National Corporation. 
Baltimore Maryland (financing 
activities; Pennsylvania): to engage, 
through its subsidiary, Maryland 
National Industrial Finance Corporation, 
in making and servicing commercial 
loans and in acting as advisor or broker 
in commercial loan transactions. These 
activities would be conducted from an 
office in Pittsburgh, Pennsylvania, 
serving western Pennsylvania, West 
Virginia, Ohio, Michigan, Kentucky, and 
other states in the Midwest. 

B. Other Federal Reserve Banks: 
None. 
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Board of Governors of the Federal Reserve 
System. September 4, 1979. 

Griffith L. Garwood, 

Deputy Secretary of the Board. 

(PR Doc. 79-28171 Filed 9-10-79; 8:45 am] 

BILLING CODE 8219-01-4* 


Bank Holding Companies; Proposed 
De Novo Nonbank Activities 

The bank holding companies listed in 
this notice have applied, pursuant to 
section 4(c)(8) of the Bank Holding 
Company Act (12 U.S.C. 1843(c)(8)) and 
§ 225.4(b)(1) of the Board’s Regulation Y 
(12 CFR 225.4(b)(1)), for permission to 
engage de novo (or continue to engage in 
an activity earlier commenced de novo), 
directly or indirectly, solely in the 
activities indicated, which have been 
determined by the Board of Governors 
to be closely related to banking. 

With respect to each application, 
interested persons may express their 
views on the question whether 
consummation of the proposal can 
"reasonably be expected to produce 
benefits to the public, such as greater 
convenience, increased competition, or 
gains in efficiency, that outweigh 
possible adverse effects, such as undue 
concentration of resources, decreased or 
unfair competition, conflicts of interest, 
or unsound banking practices." Any 
comment on an application that requests 
a hearing must include a statement of 
the reasons a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute, summarizing the 
evidence that would be presented at a 
hearing, and indicating how the party 
commenting would be aggrieved by 
approval of that proposal. 

Each application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank indicated 
for that application. Comments and 
requests for hearings should identify 
clearly the specific application to which 
they relate, and should be submitted in 
writing and received by the appropriate 
Federal Reserve Bank not later than 
October 4, 1979. 

A. Federal Reserve Dank of 
Philadelphia, 100 North 6th Street, 
Philadelphia, Pennsylvania 19105: 

1. Philadelphia National Corporation, 
Philadelphia. Pennsylvania (mortgage 
bunking and insurance activities; Ohio, 
Pennsylvania. New York. Vermont): to 
engage, through its subsidiary, Signal 
Mortgage Corporation, in mortgage 
banking activities and in selling 
casualty, credit life, and credit accident 
and health insurance directly related to 
its extensions of credit at a proposed 
new office located in East Palestine, 


Ohio serving Ohio, Pennsylvania, New 
York, and Vermont. 

2. Philadelphia National Corporation. 
Philadelphia, Pennsylvania (insurance 
activities; Ohio): to engage, through its 
subsidiary. Signal Mortgage 
Corporation, in selling credit accident 
and health insurance to borrowers in 
connection with loans made pursuant to 
Signal Mortgage Corporation’s second 
mortgage lending business. Such 
insurance would be offered at offices in 
Bowling Green, Mentor, Sandusky. 

Stow, and North Olmstead, Ohio in the 
portions of Ohio within an approximate 
50 mile radius of each office. 

B. Other Federal Reserve Banks: 
None. 

Board of Governors of the Federal Reserve 
System, September 4,1979. 

Theodore E. Allison, 

Secretary of the Board. 

|FR Doc. 79-28172 Filed 9-10-79: 8:45 am] 

BILLING COOE 6210-01-M 


Bank Holding Companies; Proposed 
De Novo Nonbank Activities 

The bank holding companies listed in 
this notice have applied, pursuant to 
section 4(c)(8) of the Bank Holding 
Company Act (12 U.S.C. 1843(c)(8)) and 
§ 225.4(b)(1) of the Board's Regulation Y 
(12 CFR 225.4(b)(1)), for permission to 
engage de novo (or continue to engage in 
an activity earlier commenced de novo), 
directly or indirectly, solely in the 
activities indicated, which have been 
determined by the Board of Governors 
to be closely related to banking. 

With respect to each application, 
interested persons may express their 
view’s on the question whether 
consummation of the proposal can 
"reasonably be expected to produce 
benefits to the public, such as greater 
convenience, increased competition, or 
gains in efficiency, that outweigh 
possible adverse effects, such as undue 
concentration of resources, decreased or 
unfair competition, conflicts of interest, 
or unsound banking practices." Any 
comment on an application that requests 
a hearing must include a statement of 
the reasons a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute, summarizing the 
evidence that would be presented at a 
hearing, and indicating how the party 
commenting would be aggrieved by 
approval of that proposal. 

Each application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank indicated 
for that application. Comments and 
requests for hearings should identify 
clearly the specific application to which 


they relate, and should be submitted in 
writing and received by the appropriate 
Federal Reserve Bank not later than 
October 1.1979. 

A. Federal Reserve Bank of New 
York, 33 Liberty Street, New York, New 
York 10045: 

1. CHEMICAL NEW YORK 
CORPORATION, New York. New York 
(financing and insurance activities; 
California): to engage, through its 
subsidiary, Sunamerica Corporation, in 
making direct loans, including loans 
secured by real and personal property, 
purchasing installment sales contracts, 
and acting as agent or broker for the 
sale of life, accident and health and 
property and casualty insurance directly 
related to such extensions of credit. 
These activities would be conducted 
from an office in San Mateo. California, 
servicing the northeast and southeast 
sections of the city. This application is 
for the relocation of an office within the 
same city. 

2. CHEMICAL NEW YORK 
CORPORATION, New York, New York 
(financing and insurance activities; 
Arizona): to engage, through its 
subsidiary, Sunamerica Corporation, in 
making direct loans, including loans 
secured by real and personal property, 
purchasing installment sales contracts, 
and acting as agent or broker for the 
sale for life, accident and health and 
property and casualty insurance directly 
related to such extensions of credit. 
These activities would be conducted 
from an office in Phoenix, Arizona, 
serving the northwest section of the city 
as well as the suburb of Glendale. 
Arizona. The credit life and credit 
accident and health insurance would be 
reinsured through Sun States Life and 
Great Lakes Insurance Companies, 
subsidiaries of Sunamerica Corporation. 

B. Other Federal Reserve Banks. 

None. 

Board of Governors of the Federal Reserve 
System, August 31.1979. 

Griffith L Garwood, 

Deputy Secretary of the Board. 

IFR Doc. 79-28173 Filed 9-10-79; 8:45 am) 

BILUNG CODE 8210-01-11 


Bank Holding Companies; Proposed 
De Novo Nonbank Activities 

The bank holding companies listed in 
this notice have applied, pursuant to 
section 4(c)(8) of the Bank Holding 
Company Act (12 U.S.C. 1843(c)(8)) and 
§ 225.4(b)(1) of the Board’s Regulation Y 
(12 CFR 225.4(b)(2)), for permission to 
engage de novo (or continue to engage in 
an activity earlier commenced de novo), 
directly or indirectly, solely in the 
activities indicated, which have been 
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determined by the Board of Governors 
to be closely related to banking. 

With respect to each application, 
interested persons may express their 
views on the question whether 
consummation of the proposal can 
"reasonably be expected to produce 
benefits to the public, such as greater 
convenience, increased competition, or 
gains in efficiency, that outweigh 
possible adverse effects, such as undue 
concentration of resources, decreased or 
unfair competition, conflicts of interest, 
or unsound banking practices." Any 
comment on an application that requests 
a hearing must include a statement of 
the reasons a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute, summarizing the 
evidence that would be presented at a 
hearing, and indicating how the party 
commenting would be aggrieved by 
approval of that proposal. 

Each application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank indicated 
for that application. Comments and 
requests for hearings should identify 
clearly the specific application to which 
they relate, and should be submitted in 
writing and received by the appropriate 
Federal Reserve Bank not later than 
October 1,1979. 

A. Federal Reserve Bank of 
Philadelphia. 100 North 6th Street, 
Philadelphia, Pennsylvania 19105: 

PHILADELPHIA NATIONAL 
CORPORATION. Philadelphia. 
Pennsylvania (financing and insurance 
activities: Delaware. Maryland. 
Pennsylvania): to engage, through its 
subsidiary Signal Finance of New 
Castle. Inc., in making installment loans 
for personal, family and household 
purposes; purchasing sales finance 
contracts executed in connection with 
the sale of personal, family and 
household goods or services: selling 
credit life, health and accident insurance 
in connection with certain installment 
loans made and sales finance contracts 
purchased and reinsuring such 
insurance through Applicant’s indirect 
subsidiaries, Patrick Henry Life 
Insurance Company and Patrick Henry 
Insurance Company. These activities 
would be conducted in an office in New 
Castle, Delaware, serving Delaware and 
contiguous portions of Maryland and 
Pennsylvania. 

B. Federal Reserve Bank of Cleveland. 
1455 East Sixth Street, Cleveland, Ohio 
44101: 

MELLON NATIONAL 
CORPORATION. Pittsburgh. 
Pennsylvania (mortgage banking, loans 
servicing and insurance activities; Ohio. 
Indiana, Pennsylvania, Illinois): to 


engage, through a subsidiary. Mellon 
Mortgage Inc.-East, in making or 
acquiring for its own account and the 
account of others, loans and other 
extensions of credit as would be made 
by a mortgage company; servicing loans 
and other extensions of credit for non- 
affiliated institutional investors; and 
placing mortgage redemption, health and 
accident insurance for persons whose 
mortgage loans are owned or serviced 
by the company. These activities would 
be conducted at offices in Cleveland, 
Canton. Columbus. Cinncinnati, and 
Dayton, Ohio, Indianapolis, Indiana; 
Chicago. Illinois, and Pittsburgh, 
Pennsylvania. These services would be 
provided in those states where the 
above offices are located. 

C. Other Federal Reserve Banks: 
None. 

Board of Governors of the Federal Reserve 
System, August 31,1979. 

Griffith L. Garwood, 

Deputy Secretory of the Board. 

|FR Doc 79-28174 Filed 9-10-79; 8:45 am) 

BILUNG CODE 6210-01-M 


Beltway Bancshares, Inc.; Formation 
of Bank Holding Company 

Beltway Bancshares. Inc.. Houston, 
Texas, has applied for the Board’s 
approval under Section 3(a)(1) of the 
Bank Holding Company Act (12 U.S.C. 
1842 (a)(1)) to become a bank holding 
company by acquiring 100 per cent of 
the voting shares (less directors* 
qualifying shares) of Beltway Bank, 
Houston, Texas. The factors that are 
considered in acting on the application 
are set forth in Section 3(c)t>f the Act 
(12 U.S.C. 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of Dallas. 
Any person wishing to comment on the 
application should submit views in 
writing to the Reserve Bank, to be 
received not later than October 3,1979. 
Any comment on an application that 
requests a hearing must include a 
statement of why a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute and summarizing 
the evidence that would be presented at 
a hearing. 

Board of Governors of the Federal Reserve 
System, September 4,1979. 

Griffith L. Garwood, 

Deputy Secretary of the Board. 

|FR Doc 79-28175 Filed 9-10-79. 8 45 am] 

BILLING CODE 6210-01-M 


Citizens Bancshares Corp.; Formation 
of Bank Holding Company 

Citizens Bancshares Corporation, 
Jonesboro. Arkansas, has applied for the 
Board’s approval under § 3(a)(1) of the 
Bank Holding Company Act (12 U.S.C. 

§ 1842(a)(1)) to become a bank holding 
company by acquiring 83 per cent of the 
voting shares of Citizens Bank of 
Jonesboro, Jonesboro, Arkansas. The 
factors that are considered in acting on 
the application are set forth in § 3(c) of 
the Act (12 U.S.C. § 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of St. Louis. 
Any person wishing to comment on the 
application should submit views in 
writing to the Reserve Bank, to be 
received not later than September 27. 
1979. Any comment on an application 
that requests a hearing must include a 
statement of why a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute and summarizing 
the evidence that would be presented at 
a hearing. 

Board of Governors of the Federal Reserve 
System. August 31.1979. 

Griffith L. Garwood, 

Deputy Secretary of the Board . 

|FR Doc 79-28178 Filed 9-19-79. 845 am| 

BILLING CODE 6210-01-M 


Dakota Bancshares, Inc.; Proposed 
Acquisition of Red River Acceptance, 
Inc. 

Dakota Bankshares, Inc., Fargo, North 
Dakota, has applied, pursuant to section 
4(c)(8) of the Bank Holding Company 
Act (12 U.S.C. § 1843(c)(8)) and 
§ 225.4(b)(2) of the Board’s Regulation Y 
(12 CFR § 225.4(b)(2)), for permission to 
acquire voting shares of Red River 
Acceptance. Inc., Fargo. North Dakota. 

Applicant states that the proposed 
subsidiary would engage in the 
activities of a small loan and consumer 
finance company. These activities 
would be performed from an office of 
Applicant’s subsidiary in Fargo, North 
Dakota, and the geographic area to be 
served is the city of Fargo and the 
surrounding North Dakota area. Such 
activities have been specified by the 
Board in section 225.4(a) of Regulation Y 
as permissible for bank holding 
companies, subject to-Board approval of 
individual proposals in accordance with 
the procedures of section 225.4(b). 

Interested persons may express their 
views on the question whether 
consummation of the proposal can 
"reasonably be expected to produce 
benefits to the public, such as greater 
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convenience, increased competition, or 
gains in efficiency, that outweigh 
possible adverse effects, such as undue 
concentration of resources, decreased or 
unfair competition, conflicts of interests, 
or unsound banking practices.” Any 
request for a hearing on this question 
must be accompanied by a statement of 
the reasons a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute, summarizing the 
evidence that would be presented at a 
hearing, and indicating how the party 
commenting would be aggrieved a 
hearing, and indicating how the party 
commenting would be aggrieved by 
approval of the proposal. 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of 
Minneapolis. 

Any views ox requests for hearing 
should be submitted in writing and 
received by the Secretary, Board of 
Governors of the Federal Reserve 
System. Washington. D.C. 20551, not 
later than October 4.1979. 

Board of Governors of the Federal Reserve 
System. September 4,1979. 

Griffith L. Garwood, 

Deputy Secretary of the Board. 

(PR Doc 79-28177 Filed 9-10-79; 645 am] 

BILLING CODE 6210-01-M 


Exchange Bank Corp.; Formation of 
Bank Holding Company 

Exchange Bank Corporation, Del City. 
Oklahoma, has applied for the Board’s 
approval under § 3(a)(1) of the Bank 
Holding Company Act (12 U.S.C. 

§ 1842(a)(1)) to become a bank holding 
company by acquring 80 per cent or 
more of the voting shares (less directors’ 
qualifying shares) of Exchange National 
Bank of Del City, Del City, Oklahoma. 
The factors that are considered in acting 
on the application are set forth in § 3(c) 
of the Act (12 U.S.C. 5 1842(c)). 

The Application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of Kansas 
City. Any person wishing to comment on 
the application should submit views in 
writing to the Secretary, Board of 
Governors of the Federal Reserve 
System, Washington. D.C. 20551 to be 
received no later than October 5,1979. 
Any comment on an application that 
requests a hearing must include a 
statement of why a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute and summarizing 
the evidence that would be presented at 
a hearing. 


Board of Governors of the Federal Reserve 
System, September 5.1979. 

Griffith L Garwood, 

Deputy Secretory of the Board. 

|FR Doc. 79-28178 Filed 9-10-79. 8 45 am] 

BILUNG CODE 6210-01-M 


First M & F Corp.; Formation of Bank 
Holding Company 

First M & F Corporation, Kosciusko, 
Mississippi, has applied for the Board’s 
approval under § 3(a)(1) of the Bank 
Holding Company Act (12 U.S.C. 

§ 1842(a)(1)) to become a bank holding 
company by accquiring 80 percent or 
more of the voting shares of Merchants 
& Farmers Bank, Kosciusko. Mississippi. 
The factors that are considered in acting 
on the application are set for in § 3(c) of 
the Act (12 U.S.C. § 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of St. Louis. 
Any person wishing to comment*on the 
application should submit views in 
writing to the Reserve Bank, to be 
received not later than October 1,1979. 
Any comment on an application that 
requests a hearing must include a 
statement of why a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute and summarizing 
the evidence that would be presented at 
a hearing. 

Board of Governors of the Federal Reserve 
System, September 5,1979. 

Griffith L. Garwood. 

Deputy Secretary of the Board. 

|FR Doc. 79-28179 Filed 9-10-79, 8:45 .tmj 

BILLING CODE 6210-01-M 


Hampton Bancshares, Inc.; Formation 
of Bank Holding Company 

Hampton Bancshares, Inc., Hampton. 
Minnesota, has applied for the Board’s 
approval under § 3(a)(1) of the Bank 
Holding Company Act (12 U.S.C. 

§ 1842(a)(1)) to become a bank holding 
company by acquiring 90 per cent of the 
voting shares of State Bank of Hampton, 
Hampton, Minnesota. The factors that 
are considered in acting on the 
application are set forth in § 3(c) of the 
Act (12 U.S.C. § 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of 
Minneapolis. Any person wishing to 
comment on the application should 
submit views in writing to the Reserve 
Bank, to be received not later than 
October 3,1979. Any comment on an 
application that requests a hearing must 
include a statement of why a written 
presentation would not suffice in lieu of 


a hearing, identifying specifically any 
questions of fact that are in dispute and 
summarizing the evidence that would be 
presented at a hearing. 

Board of Governors of the Federal Reserve 
System. September 5,1979. 

Griffith L. Garwood, 

Deputy Secretary of the Board. 

IFR Doc. 79-281BO Filed 9-10-79. 8:45 am] 

BILLING CODE 6210-01-M 


Ionia Bancshares, Inc.; Formation of 
Bank Holding Company 

Ionia Bancshares, Inc., Ionia. 

Missouri, has applied for the Board’s 
approval under § 3(a)(1) of the Bank 
Holding Company Act (12 U.S.C. 

§ 1842(a)(1)) to become a bank holding 
company by acquiring 80 per cent or 
more of the voting'shares of Bank of 
Ionia, Ionia, Missouri. The factors that 
are considered in acting on the 
application are set forth in 8 3(c) of the 
Act (12 U.S.C. § 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of Kansas 
City. Any person wishing to comment on 
the application should submit views in 
writing to the Secretary, Board of 
Governors of the Federal Reserve 
System, Washington, D.C. 20551 to be 
received no later than September 28. 
1979. Any comment on an application 
that requests a hearing must include a 
statement of why a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute and summarizing 
the evidence that would be presented at 
a hearing. 

Board of Governors of the Federal Reserve 
System, September 4.1979. 

Griffith L. Garwood. 

Deputy Secretary of the Board. 

|FR Doc. 28181 Filed 9-10-79 8:45 am] 

BILLING CODE 6210-01-M 


Loof Investment Co.; Formation of 
Bank Holding Company 

Loof Investment Co.. Grand Junction. 
Iowa, has applied for the Board’s 
approval under § 3(a)(1) of the Bank 
Holding Company Act (12 U.S.C. 

§ 1842(a)(1)) to become a bank holding 
company by acquiring 93.8 per cent or 
more of the voting shares of Peoples 
Trust and Savings Bank. Grand Junction, 
Iowa. The factors that are considered in 
acting on the application are set forth in 
§ 3(c) of the Act (12 U.S.C. § 1842(c)), 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of Chicago. 
Any person wishing to comment on the 
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application should submit views in 
writing to the Reserve Bank, to be 
received not later than September 27, 
1979. Any comment on an application 
that requests a hearing must include a 
statement of why a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute and summarizing 
the evidence that would be presented at 
a hearing. 

Board of Governors of the Federal Reserve 
System. August 31.1979. 

Griffith L. Garwood. 

Deputy Secretary of the Board. 

(PR Doc. 79-28182 Filed 9-10-79; 945 am| 

BILLING CODE 6210-01-M 


Merkel Bancshares, Inc.; Formation of 
Bank Holding Company 

Merkel Bancshares, Inc., Merkel. 
Texas, has applied for the Board’s 
approval under § 3(a)(1) of the Bank 
Holding Company Act (12 U.S.C. 

§ 1842(a)(1)) to become a bank holding 
company by acquiring 80 per cent or 
more of the voting shares of The 
Farmers and Merchants National Bank 
of Merkel, Merkel, Texas. The factors 
that are considered in acting on the 
application are set forth in § 3(c) of the 
Act (12 U.S.C. § 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of Dallas. 
Any person wishing to comment on the 
application should submit views in 
writing to the Reserve Bank, to be 
received not later than October 4,1979. 
Any comment on an application that 
requests a hearing must include a 
statement of why a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute and summarizing 
the evidence that would be presented at 
a hearing. 

Board of Governors of the Federal Reserve 
System, September 4.1979. 

Griffith L. Garwood. 

Deputy Secretary of the Board. 

[FR Doc. 79-28183 Filed 9-10-79; 6:45 am) 

BILUNG CODE 6210-01-M 


Mid-Nebraska Co., Inc.; Formation of 
Bank Holding Company 

Mid-Nebraska Co.. Inc.. Kearney, 
Nebraska, has applied for the Board's 
approval under § 3(a)(1) of the Bank 
Holding Company Act (12 U.S.C. 

§ 1842(a)(1)) to become a bank holding 
company by acquiring 100 per cent (less 
directors’ qualifying shares) of the 
voting shares of Kearney State Bank. 
Kearney, Nebraska. The factors that are 


considered in acting on the application 
are set forth in § 3(c) of the Act (12 
U.S.C. § 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of Kansas 
City. Any person wishing to comment on 
the application should submit views in 
writing to the Reserve Bank, to be 
received not later than September 27, 
1979. Any comment on an application 
that requests a hearing must include a 
statement of why a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute and summarizing 
the evidence that would be presented at 
a hearing. 

Board of Governors of the Federal Reserve 
System, August 31,1979. 

Griffith L. Garwood, 

Deputy Secretary of the Board. 

[FR Doc. 79-28184 Filed 9-10-79; 8:45 am) 

BILLING CODE 621CWJ1-M 


Old Kent Financial Corp., Acquisition 
of Bank 

Old Kent Financial Corporation Grand 
R apids, Michigan, has applied for the 
Board’s approval under § 3(a)(3) of the 
Bank Holding Company Act (12 U.S.C. 

§ 1842(a)(3)) to acquire 100 percent of 
the voting shares of the successor by 
consolidation to State Bank and Trust 
Company of Petoskey, Petoskey, 
Michigan. The factors that are 
considered in acting on the application 
are set forth in § 3(c) of the Act (12 
U.S.C. § 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of Chicago. 
Any person wishing to comment on the 
application should submit views in 
writing to the Secretary. Board of 
Governors of the Federal Reserve 
System, Washington, D C. 20551, to be 
received not later than October 1.1979. 
Any comment on an application that 
requests a hearing must include a 
statement of why a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute and summarizing 
the evidence that would be presented at 
a hearing. 

Board of Governors of the Federal Reserve 
System. August 31.1979. 

Griffith L. Garwood. 

Deputy Secretary of the Board. 

(FR Doc. 79-28185 Filed 9-10-79, 8.45 am| 

8 ILLJNG C00E 6210-01-M 


Sabrina Properties, N.V.; Pan 
Properties, N.V., Eagle National 
Holding Co., Inc.; Formation of Bank 
Holding Companies 

Sabrina Properties. N.V., Curacao, 
Netherlands Antilles, Pan Properties. 
N.V.. Curacao, Netherlands Antilles, and 
Eagle National Holding Company, Inc., 
Miami, Florida, have applied for the 
Board’s approval under § 3(a)(1) of the 
Bank Holding Company Act (12 U.S.C. 

§ 1842(a)(1)) to become bank holding 
companies by acquiring 81.2 per cent of 
the voting shares of Central National 
Bank of Miami, Miami, Florida. The 
factors that are considered in acting on 
the application are set forth in § 3(c) of 
the Act (12 U.S.C. § 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors or 
at the Fedeal Reserve Bank of Atlanta. 
Any person wishing to comment on the 
application should submit views in 
writing to the Secretary, Board of 
Governors of the Federal Reserve 
System. Washington. D.C. 20551 to be 
received no later than October 4,1979. 
Any comment on an application that 
requests a hearing must include a 
statement of why a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute and summarizing 
the evidence that would be presented at 
a hearing. 

Board of Governors of the Federal Reserve 
System, September 4,1979. 

Theodore E. Allison. 

Secretary of the Board. 

[FR Doc. 79-28188 Filed 9-10-79 8:45 am| 

BILUNG CODE 6210-01-M 


Town Financial Corp.; Proposed 
Retention of Town Finance Co., Inc. 

Town Financial Corporation. Hartford 
City, Indiana, has applied, pursuant to 
section 4(c)(8) of the Bank Holding 
Company Act (12 U.S.C. § 1843(c)(8)) 
and § 225.4(b)(2) of the Board’s 
Regulation Y (12 CFR § 225.4(b)(2)), for 
permission to retain voting shares of 
Town Finance Company, Inc., Hartford 
City, Indiana. 

Applicant states that the subsidiary 
engages in making consumer loans, 
financing retail installment sales 
contracts, and issuing credit life and 
credit accident and health insurance in 
connection with extensions of credit. 
These activities are performed from 
offices of Applicant’s subsidiary in 
Hartford City. Logansport, Muncie. Tell 
City. Auburn. Bluffton. and Columbia 
City. Indiana; and Albion, Big Rapids, 
Charlotte, Dowagiac, Grand Ledge, 
Holland, and Monroe, Michigan. The 
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geographic areas to be served are the 
counties in Indiana and Michigan in 
which the offices listed above are 
located. Such activities have been 
specified by the Board in section 
225.4(a) of Regulation Y as permissible 
for bank holding companies, subject to 
Board approval of individual proposals 
in accordance with the procedures of 
section 225.4(b). 

Interested persons may express their 
views on the question whether 
consummation of the proposal can 
"reasonably be expected to produce 
benefits to the public, such as greater 
convenience, increased competition, or 
gains in efficiency, that outweigh 
possible adverse effects, such as undue 
concentration of resources, decreased or 
unfair competition, conflicts of interests, 
or unsound banking practices.” Any 
request for a hearing on this question 
must be accompanied by a statement of 
the reasons a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute, summarizing the 
evidence that would be presented at a 
hearing, and indicating how the party 
commenting would be aggrieved by 
approval of the proposal. 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank or Chicago. 

Any views or requests for hearing 
should be submitted in writing and 
received by the Secretary. Board of 
Governors of the Federal Reserve 
System, Washington, D.C. 20551, not 
later than October 4,1979. 

Board of Governors of the Federal Reserve 
System. September 4.1979. 

Griffith L. Garwood, 

Deputy Secretary of the Board. 

|FR Doc. 79-28187 Filed 9-10-78: 6:45 am) 

BILLING CODE 6210-01-44 


Trader’s Holding Co.; Formation of 
Bank Holding Company 

Trader's Holding Company, 
Tullahoma. Tennessee, has applied for 
the Board’s approval under § 3(a)(1) of 
the Bank Holding Company Act (12 
U.S.C. § 1842(a)(1)) to become a bank 
holding company by acquiring 84 per 
cent of the voting shares of Trader’s 
National Bank, Tullahoma, Tennessee. 
The factors that are considered in acting 
on the application are set forth in § 3(c) 
of the Act (12 U.S.C. § 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of Atlanta. 
Any person wishing to comment on the 
application should submit views in 
writing to the Secretary, Board of 
Governors of the Federal Reserve 


System, Washington, D.C. 20551 to be 
received no later than October t, 1979. 
Any comment on an application that 
requests a hearing must include a 
statement of why a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute and summarizing 
the evidence that would be presented at 
a hearing. 

Board of Governors of the Federal Reserve 
System. August 30.1979. 

Griffith L. Garwood, 

Deputy Secretary of the Board. 

{FR Doc. 78-26186 FUed 9-10-78. 645 aru) 

BILUNG COO£ 6210-01-M 


Trans Texas Bancorporation, Inc.; 
Acquisition of Bank 

Trans Texas Bancorporation, El Paso, 
Texas, has applied for the Board's 
approval under § 3(a)(3) of the Bank 
Holding Company Act (12 U.S.C. 

§ 1842(a)(3)) to acquire 100 per cent of 
the voting shares (less directors' 
qualifying shares) of West El Paso 
National Bank. El Paso, Texas. The 
factors that are considered in acting on 
the application are set forth in § 3(c) of 
the Act (12 U.S.C. § 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of Dallas. 
Any person wishing to comment on the 
application should submit views in 
writing to the Secretary. Board of 
Governors of the Federal Reserve 
System. Washington, D.C. 20551, to be 
received not later than October 1,1979. 
Any comment on an application that 
requests a hearing must include a 
statement of why a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute and summarizing 
the evidence that would be presented at 
a hearing. 

Board of Governors of the Federal Reserve 
System. August 31.1979. 

Griffith L. Garwood. 

Deputy Secretary of the Board. 

|KR Doc. 78-28169 Filed 9-10-79: 645 Mm] 

BILLING CODE 6210-01-M 


Trust Co. of Georgia; Acquisition of 
Bank 

Trust Company of Georgia. Atlanta. 
Georgia, has applied for the Board s 
approval under § 3(a)(3) of the Bank 
Holding Company Act (12 U.S.C. 

§ 1842(a)(3)) to acquire 80 per cent or 
more of the voting shares of The 
Citizens Bank, Douglasville. Georgia. 
The factors that are considered in acting 


on the application are set forth in § 3(c) 
of the Act (12 U.S.C. § 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of Atlanta. 
Any person wishing to comment on the 
application should submit views in 
writing to the Secretary, Board of 
Governors of the Federal Reserve 
System. Washington, D.C. 20551, to be 
received not later than October 1,1979. 
Any comment on an application that 
requests a hearing must include a 
statement of why a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute and summarizing 
the evidence that would be presented at 
a hearing. 

Board of Governors of the Federal Reserve 
System. August 31. 1979. 

Griffith L. Garwood, 

Deputy Secretary of the Board. 

|FR Doc. 79-28190 Filed 8-10-78 8:45 amj 

BILLING CODE 6210-01-M 


Utah Bancorporation; Acquisition of 
Bank 

Utah Bancorporation. Salt Lake City. 
Utah, has applied for the Board's 
approval under § 3(a)(3) of the Bank 
Holding Company Act (12 U.S.C. 

§ 1842(a)(3)) to acquire 100 per cent of 
the voting shares (less directors’ 
qualifying shares) of Valley Central 
Bank, Richfield, Utah. The factors that 
are considered in acting on the 
application are set forth in § 3(c) of the 
Act (12 U.S.C. § 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of San 
Francisco. Any person wishing to 
comment on the application should 
submit views in writing to the Reserve 
Bank to be received not later than 
October 1,1979. Any comment on an 
application that requests a hearing must 
include a statement of why a written 
presentation would not suffice in lieu of 
a hearing, identifying specifically any 
questions of fact that are in dispute and 
summarizing the evidence that would be 
presented at a hearing. 

Board of Governors of the Federal Reserve 
System. August 31,1979. 

Theodore E. Allison. 

Secretary of the Board. 

[FR Doc. 79-Z8191 Piled 8-10-78 645 am] 

BILLING CODE 6210-01-M 
# 


















DEPARTMENT OF HEALTH, 

EDUCATION, AND WELFARE 

Office of Education 

Title I, Elementary and Secondary 
Education Act; Intent of Waive Certain 
Title I, ESEA, Statutory Requirements 
for American Samoa Beginning on July 
1, 1979. 

agency: Office of Education. HEW. 
action: Notice of intent. ___ 

EFFECTIVE date: The effective date of 
this notice is October 11.1979. 
ADDRESSES: Division of Education for 
the Disadvantaged, U.*S. Office of 
Education. 400 Maryland Avenue, S.W., 
(Room 3642-E. ROB-3), Washington, 

D.C. 20202. 

FOR FURTHER INFORMATION CONTACT 

Mrs. Genevieve Dane, (202) 245-2506. 
SUMMARY: Notice is given that, under 
section 1004(a) of the Elementary and 
Secondary Education Act of 1965 (as 
amended by the Education Amendments 
of 1978). the Commissioner intends to 
waive the applicability of certain title 1, 
ESEA. requirements to the American 
Samoa Department of Education 
beginning July 1,1979. In addition to 
identifying the title I requirements that 
the Commissioner intends to waive, this 
notice sets forth the terms and 
conditions upon which the 
Commissioner intends to grant the 
waiver. 

SUPPLEMENTARY INFORMATION: 

A. Authority for Granting a Waiver 

The Elementary and Secondary 
Education Act of 1965 was recently 
amended by the Education Amendments 
of 1978. to authorize the Commissioner 
to waive certain title I, ESEA, 
requirements for American Samoa. In 
particular, section 1004(a)(1) of the Act 
states the “(i)f the Commissioner 
determines that compliance with any of 
the requirements of this Act 
by . . . American Samoa. ... is 
impractical or inappropriate because of 
conditions or circumstances particular 
to that jurisdiction, he may waive any of 
those requirements upon the request of 
the State educational agency.” 

B. Waiver Request 

On May 18.1979. the American Samoa 
Department of Education requested the 
Commissioner to waive the applicability 
of certain title I requirements to all title I 
funds obligated by the Department 
beginning on July 1,1979. This waiver 
request identifies the requirements 
contained in, or based upon, the 
followirg sections of the title I statutes 
as those for which it is seeking a waiver: 


Section 123(a) 

Section 124(a) 

Section 124(b) 

Section 124(g)(1) 

Section 183(f) 

Section 124(j) 

Section 125 
Section 128 
Section 168 
Section 171(a)(5) 

The May 18.1979, waiver request 
clearly describes why the title I 
requirements listed above are 
impractical or inappropriate in light of 
conditions in American Samoa. In 
general, the request is based upon the 
widespread poverty and educational 
deprivation that exists throughout the 
Island. By seeking a waiver for some of 
the “categorical” requirements of title I. 
the American Samoa Department of 
Education hopes to be permitted to use 
title I funds for activities that are 
designated to upgrade the entire system. 

C. Management Plan 

Section 1004(a)(2) of the Elementary 
and Secondary Education Act of.J9G5 
provides that any waiver of title I 
requirements for Arperican Samoa must 
**. , . be subject to such terms and 
conditions as the Commissioner deems 
necessary to carry out the purposes of 
this Act, including the submission by the 
jurisdiction concerned of a plan for the 
management of the funds provided 
under this Act, in order to insure that 
those funds are used in a manner 
designed to achieve the purposes of this 
Act.” 

In accordance with section 1004(a)(2), 
the American Samoa Department of 
Education submitted a management plan 
in conjunction with its May 18,1979, 
waiver request. The management plan 
indicates how the total title I funds 
(approximately $1,785,150) will be 
obligated by the American Samoa 
Department of Education during the 
period covered by the waiver. Title I 
funds will be used to combine a variety 
of federally-funded English development 
programs into a comprehensive program 
for English-as-a-Second Language for all 
children in grades 1-12. Because 
virtually all Samoan children experience 
difficulty with the basic skills of English 
communication they are at a serious 
educational disadvantage when asked 
to function in the totally English 
curriculum. The American Samoa 
Department of Education has made a 
convincing case that since the vast 
majority of elementary and secondary 
school students in American Samoa are 
eligible for title I services, the 
improvements resulting from the 
consolidated and expanded English 


language program will be of significant 
benefit to title I children. 

D. Notice of the Commissioner’s Intent 
to Grant a Waiver 

Section 1004(a)(1) of the Elementary 
and Secondary Education Act of 1965 
requires that at least 30 days prior to 
approving any such request for a 
waiver, the Commissioner shall 
“. . . publish in the Federal Register a 
notice of his intent to grant such waiver 
and the terms and conditions upon 
which such a waiver will be granted.” 

In accordance with the above 
requirement, notice is hereby given that, 
subject to the terms and conditions 
described below, the Commissioner 
intends to waive the requirements 
contained in the following sections of 
the title 1 statute beginning July 1,1979: 
123(a), 124(a), 124(b). 124(g)(1), 183(f), 
124(j), 125,128,168. and 171(a)(5). As 
requested by the American Samoa 
Department of Education, the 
Commissioner also intends to exempt 
American Samoa from any regulations 
or guidelines that are promulgated to 
implement or interpret those sections. 

In addition, the American Samoa 
Department of Education’s obligation to 
monitor and enforce compliance with 
title I requirements will be limited to 
those requirements that are not waived. 
Unless the Commissioner publishes 
further notice in the Federal Register, his 
approval of American Samoa’s May 18, 
1979, waiver request will be granted on 
the thirtieth day after publication of this 
notice of intent to waive. 

E. Terms and Conditions Upon Which 
the Commissioner Intends to Grant a 
Waiver 

The Commissioner intends to approve 
the request for a waiver only if the 
American Samoa Department of 
Education formally agrees to comply 
with the following terms and conditions: 

(1) All title I funds that are obligated 
by the American Samoa Department of 
Education during the period covered by 
the waiver must be spent in accordance 
with— 

(a) All applicable statutory and 
regulatory requirements, except those 
title I requirements that are specifically 
identified in the waiver. 

(b) These terms and conditions; 

(c) The management plan that was 
submitted in conjunction with the May 
18.1979 waiver request, or amendments 
to that plan have been approved by the 
Commissioner, and 

(d) Annual title I budgets which have 
been submitted to and approved by the 
Commissioner on such dates as the 
Commissioner may determine. 
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(2) The American Samoa Department 
of Education must, on or before 
September 30 of each yedr—banning 
on September 30.1980—submit an 
annual report to the Commissioner 
which— 

(a) Indicates how all title I funds have 
been spent during that fiscal year: 

(b) Describes the results and 
effectiveness of the title I program 
during that fiscal yean 

(c) Identifies which, if any, title I 
requirements the Commissioner should 
continue to waive; and 

(d) Indicates why the title I 
requirements which the Commissioner is 
requested to continue to waive are 
impractical or inappropriate. 

F. Opportunity for Public Comment 

The Commissiner invites public 
comments on this notice of intent to 
waive certain title I requirements for 
American Samoa. Interested persons 
may send written comments to Mrs. 
Genevieve Dane, at the address at the 
beginning of this notice. All comments 
must be received on or before October 
11,1979. 

(Catalog of Federal Domestic Assistance No. 
13.428 Educationally Deprived Children Local 
Educational Agencies.) 

Dated: August 31.1979. 
john Ellis, 

Executive Deputy Commissioner for 
Educational Programs. 

[FR Doc 79-28277 Piled 9-10-79: IMS am] 

BILLING CODE 4110-02-M 


National Advisory Council on the 
Education of Disadvantaged Children; 
Meeting Postponed/Rescheduled 

This notice is to amend the notice of 
the meeting of the National Advisory 
Council on the Education of 
Disadvantaged Children which 
appeared in the Federal Register on 
Wednesday. August 29.1979. The 
Council meeting which was scheduled to 
be held on September 14-15,1979, has 
been postponed to October 19-20, 1979. 
The meeting times and location will 
remain the same. 

The National Advisory Council on the 
Education of Disadvantaged Children is 
established under section 148 of the 
Elementary and Secondary Education 
Act (20 U.S.C. 2411) to advise the 
President and the Congress on the 
effectiveness of compensatory education 
to improve the educational attainment of 
disadvantaged children. 

The entire meeting will be open to the 
public. For any additional information 
regarding the above meeting, please 


contact Mrs. Lisa Haywood at 202/724- 
0114. 

Signed at Washington, D C., on September 
7. 1979. 

Gloria B. Strickland, 

Acting Executive Director. 

(FR Dor- 79-28361 Filed 9-10-79: 8:45 *m| 

BILLING COOE 4110-02-M 


Food and Drug Administration 

Consumer Participation; Open Meeting 
agency: Food and Drug Administration. 
action: Notice._ 

summary: The Food and Drug 
Administration (FDA) announces a 
forthcoming consumer exchange meeting 
to be chaired by John Taylor. District 
Director, Boston District Office, Boston. 
MA. 

DATE: The meeting will be held from 10 
a.m. to 12:30 p.m. on Monday, September 
24,1979. 

address: The meeting will be held at 
the Food and Drug^ Administration, 2d 
floor Conference Room, 585 Commercial 
St., Boston, MA. 

FOR FURTHER INFORMATION CONTACT: 

Yolan L Harsanyi, Consumer Affairs 
Officer, Food and Drug Administration, 
Department of Health. Education, and 
Welfare, 585 Commercial St., Boston, 

MA 02109, 617-223-5857. 

SUPPLEMENTARY INFORMATION: The 
purpose of this meeting is to encourage 
dialogue between consumers and FDA 
officials, to identify and set priorities for 
current and future health concerns, to 
enhance relationships between local 
consumers and FDA's Boston District 
Office, and to contribute to the agency's 
policymaking decisions on vital issues. 

Dated: September 5.1979. 

Joseph P. Hile, 

Associate Commissioner for Regulatory 
Affairs. 

|FR Doc 79-28140 Filed 9-10-78; 8.45 am) 

BILLING COOE 4110-03-M 


Consumer Participation; Open Meeting 
agency: Food and Drug Administration. 
action: Notice._ 

summary: The Food and Drug 
Administration (FDA) announces a 
forthcoming consumer exchange meeting 
to be chaired by James A. Anderson. 
District Director, Kansas City District 
Office, Kansas City, MO. 

DATE: The meeting will be held from 9:30 
a.m. to 12 m.. on Thursday, 

September 27.1979. 


adoress: The meeting will be held at 
the Food and Drug Administration. 
Conference Room. 1009 Cherry St., 
Kansas City, MO. 

FOR FURTHER INFORMATION CONTACT: 

Lorena A. Meyers, Consumer Affairs 
Officer, Food and Drug Administration, 
Department of Health. Education, and 
• Welfare. 1009 Cherry St.. Kansas City. 
MO. 64106, 816-374-3817. 

SUPPLEMENTARY INFORMATION: The 

purpose of this meeting is to encourage 
dialogue between consumers and FDA 
officials, to identify and set priorities for 
current and future health concerns, to 
enhance relationships between local 
consumers and FDA’s Kansas City 
District Office, and to contribute to the 
agency’s policymaking decisions on vital 
issues. 

Dated: September 5,1979. 

Joseph P. Hile, 

Associate Commissioner for Regulatory 
Affairs. 

(FR Doc. 79-26141 Filed 9-10-79: 8:45 am) 

BILUNG COOE 4110-03-M 

Office of the Secretary 

Meeting of the Secretary’s Advisory 
Committee on the Rights and 
Responsibilities of Women 

The Secretary’s Advisory Committee 
on the Rights and Responsibilities of 
Women, which is established to provide 
advice to the Secretary of Health, 
Education, and Welfare on the impact of 
the policies, programs, and activities of 
the Department on the status of women 
will hold its Family Policy Task Force 
meeting on Thursday, October 4,1979 
from 9:00 A.M. to 4:00 P.M. The meeting 
will be held in Room 4131 North 
Building, 330 Independence Avenue, 
S.W.. Washington. D.C. The agenda will 
include family policy issues on social 
security, domestic violence and White 
House Conference on Families. 

Further information on the Committee 
may be obtained from: Cheryl 
Yamamoto, Executive Secretary, 
telephone 202-245-8454. These meetings 
are open to the public. 

DATE: September 6. 1979. 

Cheryl Yamamoto. 

Executive Secretary. Secretary’s Advisory 
Committee on the Rights and Responsibilities 
of Women. 

(FR Doc. 79-28287 Filed 9-10-79. 6:45 am) 

BILLING COOE 4110-12-M 
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DEPARTMENT OF THE INTERIOR 

Bureau of Indian Affairs 

Assiniboine and Sioux Tribes Fort 
Peck Indian Reservation, Poplar, 

Mont.; Transfer of Federally Owned 
Lands 

This notice is published in exercise of 
authority delegated by the Secretary of 
the Interior to the Assistant Secretary— 
Indian Affairs by 209 DM 8. 

On April 25,1979, pursuant to 
authority contained in the Federal 
Property and Administrative Services 
Act of 1949, as amended by Pub. L. 93- 
599 dated January 2.1975 (88 Stat. 1954), 
the below-described property was 
transferred by the Denver Director, Real 
Property Division of the General 
Services Administration, to the Area 
Director, Billings Area Office, Bureau of 
Indian Affairs, without reimbursement, 
to be held in trust for the benefit and use 
of the Assiniboine and Sioux Tribes, 

Fort Peck Indian Reservation, Poplar, 
Montana. 

Lots 3. 4, 5. 6, 7. 8.11.12,13,14,15 and 10, 
Block 5 Second Addition to Townsite of 
Poplar. Roosevelt County. Montana, 
containing 1.80 Acres. 

These Lands are to be treated as and 
receive the same benefits and protection 
as other trust lands held for the benefit 
and use of the Assiniboine and Sioux 
Tribes. Appropriate notation will be 
made in the land records of the Bureau 
of Indian Affairs. 

Forrest J. Gerard, 

Assistant Secretary—Indian Affairs . 

|FR Doc. 28222 Filed 9-10-79: 845 am] 

BILLING CODE 4310-02-M 


Ramapough Mountain Indians, Inc.; 
Receipt of Petition for Federal 
Acknowledgment of Existence as an 
Indian Tribe 

August 30. 1979 

This notice is published in the 
exercise of authority delegated by the 
Secretary of the Interior to the Assistant 
Secretary—Indian Affairs by 209 DM 8. 

Pursuant to 25 CFR 54.8(a) notice is 
hereby given that the Ramapough 
Mountain Indians, Inc. (40 Malcolm 
Road, Mahwah, New Jersey J07430) ha9 
filed a petition for acknowledgment by 
the Secretary of the Interior that the 
group exists as an Indian tribe. The 
petition was received by the Bureau of 
Indian Affairs on August 14.1979. The 
petition was forwarded and signed by 
Mr. Otto Mann. Jr. 

This is a notice of receipt of petition 
and does not constitute notice that the 
petition is under active consideration. 
Notice of active consideration will be by 


mail to the petitioner and other 
interested parties at the appropriate 
time. 

Under Section 54.8(d) of the Federal 
regulations, interested parties may 
submit factual or legal arguments in 
support of or in opposition to the group’s 
petition. Any information submitted will 
be made available on the same basis as 
other information in the Bureau of 
Indian Affairs files. 

The petition may be examined by 
appointment in the Division of Tribal 
Government Services. Bureau of Indian 
Affairs, Department of the Interior, 18th 
and C Streets, NW., Washington. D.C. 
20242. 

Forrest J. Gerard, 

Assistant Secretary—Indian Affairs. 

[FR Doc 79-28223 Filed 9-10-79: 8:45 urn] 

BILLING COOE 4310-02-M—M 


Bureau of Land Management 

[AA-14015] 

Alaska Native Claims Selection 

On December 12,1974, Sealaska 
Corporation filed selection application 
AA-14015, later amended, under the 
provisions of sec. 14(h)(8) of the Alaska 
Native Claims Settlement Act (ANCSA) 
of December 18,1971. as amended (85 
Stat. 688, 705; 43 U.S.C. 1601,1613(h)(8) 
(1976)), for the surface and subsurface 
estates of certain lands that were 
withdrawn pursuant to sec. 16(a) for the 
Native villages in southeast Alaska. 

As to the lands described below, the 
application, as amended, is properly 
filed and meets the requirements of the 
Alaska Native Claims Settlement Act 
and of the regulations issued pursuant 
thereto. These lands do not include any 
lawful entry perfected under or being 
maintained in compliance with laws 
leading to acquisition of title. 

In view of the foregoing, the surface 
and subsurface estates of the following 
described lands, selected pursuant to 
sec. 14(h)(8) of ANCSA, as amended, 
aggregating approximately 1,286 acres, 
are considered proper for acquisition by 
Sealaska Corporation and are hereby 
approved for conveyance pursuant to 
sec. 14(h)(8) of ANCSA; 

The Following Lands May Be Conveyed By 
Patent 

That portion of Mineral Survey 419B. 
Alaska, known as the Washington, Indiana. 
New York. Geo. W.. High Ore, Green 
Mountain, Brooklyn. Oregon. Alabama, Sola. 
Iowa, Ohio and New Jersey mill sites, situate 
in the Copper Mountain Mining District. 

Continuing 52.05 acres. 

That portion of Mineral Survey 562B. 
Alaska, known as the Jumbo Nos. 3, 0, 7. 8- 


Scott. 10 and 11 mill sites, situate in the 
Copper Mountain Mining District. 

Containing 33.267 acres. 

Mineral Survey 1599. Alaska, known as the 
Goshen Nos. 5 and 10 mill sites, situate in the 
Ketchikan Mining District. 

Containing 8.914 acres. 

That portion of Mineral Survey 2208. 

Alaska, known as the Tim Nos. 6 through 14. 
16 through 25. 27 through 39. 41 through 52, 55 
through 57 and 59 through 62 placer claims, 
situate in the Ketchikan Mining District. 

Containing 986.756 acres. 

Aggregating 1.080.987 acres. 

The Following Lands May Be Conveyed By 
Interim Conveyance 

That portion of Mineral Survey 419B. 
Alaska, known as the Chicago and Dakota 
mill sites, situate in the Copper Mountain 
Mining District, excluding that portion within 
five hundred (500) feet of the center of 
Reynolds Creek (Power Project Nos. 132,186 
and 664). 

Containing approximately 2.5 acres. 

That portion of Mineral Survey 562B. 
Alaska, known as the Jumbo N 09 .1, 2, 4 and 
5 mill sites, situate in the Copper Mountain 
Mining District, excluding those portions 
lying within patented homestead entry No. 98 
(U.S. Survey 1191). 

Containing approximately 7 acres. 

That portion of Mineral Survey 886. Alaska, 
known as the Wright Nos. 3, 4. 5. 0. 7 and 8 
lode claims, situate in the Ketchikan Mining 
District, which' lies within T. 77 S.. R. 85 E„ 
Copper River Meridian. 

Containing approximately 73 acres. 

Mineral Survey 1522B, Alaska, known a9 
the Hetta Mill Site No. 1, situate in the 
Ketchikan Mining District, excluding that 
portion which lies within Mineral Survey 
419B. 

Containing approximately 0.5 acre. 

Mineral Survey 1523B. Alaska, known as 
Hetta Mill Sites Nos. 2 and 3, situate in the 
Ketchikan Mining District, excluding those 
portions which lie within Mineral Survey 
419B and that portion of the Hetta Mill Site 
No. 3. which lies within five hundred (500) 
feet of the center of Reynolds Creek (Power 
Project Nos. 132,180 and 664). 

Containing approximately 2 acres. 

That portion of Mineral Survey 1596. 
Alaska, known as the Goshen Nos. 4, 5, 9 and 
10 lode claims, situate in the Ketchikan 
Mining District, which lies within Secs. 28 
and 33, T. 76 S.. R. 84 E.. Copper River 
Meridian. 

Containing approximately 40 acres. 

That portion of Mineral Survey 2208, 
Alaska, known as the Tim Nos. 1 through 5. 

15 and 58 placer claims, situate in the 
Ketchikan Mining District, excluding all 
portions below the mean high tide line. 

Containing approximately 80 acres. 

Aggregating approximately 205 acres. 

The conveyance issued for the surface 
and subsurface estates of the lands 
described above shall contain the 
following reservations to the United 
States: 
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1. Pursuant to sec. 17(b) of the Alaska 
Native Claims Settlement Act of 
December 18,1971 (85 Slat. 688, 708; 43 
U.S.C. 1601, 1616(b) (1976)), the 
following public easements, referenced 
by easement identification number (EIN) 
on the easement maps attached to this 
document, copies of which will be found 
in casefile AA-18968. are reserved to the 
United States. All easements are subject 
to applicable Federal, State, or 
municipal corporation regulation. The 
following is a listing of uses allowed for 
each type of easement. Any uses which 
are not specifically listed are prohibited. 

60 Foot Rood —The uses allowed on a 
sixty (60) foot wide road easement are: 
travel by foot, dogsleds, animals, 
snowmobiles, two and three-wheel 
vehicles, small and large all-terrain 
vehicles, track vehicles, four-wheel 
drive vehicles, automobiles, and trucks. 

One Acre Site —The uses allowed for 
a site easement are: vehicle parking 
(e.g., aircraft, boats, ATV’s, 
snowmobiles, cars, trucks), temporary 
camping, and loading or unloading. 
Temporary camping, loading, or 
unloading shall be limited to 24 hours. 

a. (EIN 48 G) easement sixty (60) feet 
in width for an existing road from the 
shore of Hetta Inlet in MS 562B, Sec. 33. 
T. 76 S., R. 84 E., Copper River Meridian, 
easterly to public lands. The uses 
allowed are those listed above for a 
sixty (60) foot wide road easement. 

b. (EIN 38 C5) A one (1) acre site 
easement upland of the mean high tide 
line in MS 562B. Sec. 33. T. 76 S.. R. 84 
E., Copper River Meridian, on the east 
shore of Hetta Inlet. The uses allowed 
are those listed above for a one (1) acre 
site. 

The grant of the above-described 
lands shall be subject to: 

1. Issuance of a patent confirming the 
boundary description of the unsurveyed 
lands hereinabove granted after 
approval and filing by the Bureau of 
Land Management of the official plat of 
survey covering such lands; 

2. Valid existing rights therein, if any, 
including but not limited to those 
created by any lease (including a lease 
issued under Sec. 6(g) of the Alaska 
Statehood Act of July 7,1958 (72 Stat. 

339. 341; 48 U.S.C. Ch. 2, Sec. 6(g) 

(1976))), contract, permit, right-of-way, 
or easement, and the right of the lessee, 
contractee, permittee, or grantee to the 
complete enjoyment of all rights, 
privileges, and benefits thereby granted 
to him. 

Further, pursuant to sec. 17(b)(2) of 
the Alaska Native Claims Settlement 
Act of December 18,1971 (85 Stat. 688, 
708; 43 U.S.C. 1601,1616(b)(2) (1976)) 
(ANCSA), and valid existing right 
recognized by ANCSA shall continue to 


have whatever right of access as is now 
provided for under existing law; and 

3. Requirements of sec. 22(k) of the 
Alaska Native Claims Settlement Act of 
December 18.1971 (85 Stat. 688. 715; 43 
U.S.C. 1601,1621 (k) (1976)), that, until 
December 18,1983. the portion of the 
above-described lands located within 
the boundaries of a national forest shall 
be managed under the principles of 
sustained yield and under management 
practices for protection and 
enhancement of environmental quality 
no less stringent than such management 
practices on adjacent national forest 
lands. 

Sealaska Corporation is entitled to 
conveyance of a minimum of 220,201 
acres of land selected pursuant to sec. 
14(h)(8) of ANCSA. Together with the 
lands herein approved, approximately 
161.835 acres of this entitlement have 
been approved for conveyance; the 
remaining entitlement will be conveyed 
at a later date. 

There are no inland water bodies 
considered to be navigable within the 
above described lands. 

In accordance with Departmental 
regulation 43 CFR 2650.7(d). notice of 
this decision is being published once in 
the Federal Register and once a week, 
for four (4) consecutive weeks, in the 
SOUTHEAST ALASKA EMPIRE 
(Juneau). Any party claiming a property 
interest in lands affected by this 
decision may appeal the decision to the 
Alaska Native Claims Appeal Board, 
P.O. Box 2433, Anchorage, Alaska 99510 
with a copy served upon both the 
Bureau of Land Management, Alaska 
State Office, 701 C Street. Box 13, 
Anchorage, Alaska 99513 and the 
Regional Solicitor, Office of the 
Solicitor, 510 L Street. Suite 408, 
Anchorage, Alaska 99501, also: 

1. Any party receiving service of this 
decision shall have 30 days from the 
receipt of this decision to file an appeal. 

2. Any unknown parties, any parties 
unable to be located after reasonable 
efforts have been expended to locate, 
and any parties who failed or refused to 
sign the return receipt shall have until 
October 11,1979 to file an appeal. 

3. Any party or unknown who may 
claim a property interest which is 
adversely affected by this decision shall 
be deemed to have waived those rights 
which were adversely affected unless an 
appeal is timely filed with the Alaska 
Native Claims Appeal Board. 

To avoid summary dismissal of the 
appeal, there must be strict compliance 
with the regulations governing such 
appeals. Further information on the 
manner of and requirements for filing an 
appeal may be obtained from the Bureau 


of Land Management, 701 C Street, Box 
13, Anchorage. Alaska 99513. 

If an appeal is taken, the party to be 
served with a copy of the notice of 
appeal is: Sealaska Corporation, One 
Sealaska Plaza. Juneau. Alaska 99801. 
Sue Wolf, 

Chief, Branch of Adjudication. 

|FR Doc. 79-28209 Filed 9-10-79; 845 am) 

BILUNG CODE 4310-84-M 


Scientific Committee of the Outer 
Continental Shelf (OCS) Advisory 
Board; Notice and Agenda for Meeting 

This notice is issued in accordance 
with the provisions of the Federal 
Advisory Committee Act, Public Law 
92-463, 5 U.S.C. App. I and the Office of 
Management and Budget’s Circular A- 
63, Revised. 

The Scientific Committee of the Outer 
Continental Shelf Advisory Board will 
meet on October 11,1979, from 10:00 
a.m.-4:00 p.m., and on October 12, 1979, 
from 9:00 a.m.-l:00 p.m. in Rooms 7000A 
& B, Department of the Interior. 18th & C 
Streets, NW„ Washington, D.C. 

The agenda for the meeting will 
include the following subjects: 

Committee Organization 
Introduction to the Environmental Studies 
Program 

Status Report on the FY 1980 Environmental 
Studies Program 

Report from the Director’s (Bureau of Land 
Management) Ad-Hoc Committee on 
Environmental Studies 

The meeting of this Committee is open 
to the public. Approximately 75 visitors 
can be accommodated on a first-come/ 
first-served basis. All inquiries 
concerning this meeting should be 
addressed to: Piet deWitt, Chief. Branch 
of Offshore Studies (543). Bureau of 
Land Management, Washington, D.C. 
20240, Telephone: (202) 343-7744. 

Ed Hastey, 

Associate Director, Bureau of Land 
Management 

Approved: September 8. 1979. 

Guy R. Martin, 

Assistant Secretary of the Interior. 

(FR Doc. 79-28199 Filed 9-10-79: 8 45 am| 

BILLING CODE 4310-84-M 


Heritage Conservation and Recreation 
Service 

National Register of Historic Places; 
Notification of Pending Nominations 

Nominations for the following 
properties being considered for listing in 
the National Register were received by 
the Heritage Conservation and 
Recreation Service before August 31, 
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1979. Pursuant to § 60.13 of 36 CFR Part 
60, written comments concerning the 
significance of these properties under 
the National Register criteria for 
evaluation may be forwarded to the 
National Register, Heritage 
Conservation and Reservation Service, 
U.S. Department of the Interior, 
Washington, 20243. Written comments 
or a request for additional time to 
prepare comments should be submitted 
by September 21.1979. 

Charles A. Herrington, 

Acting Keeper of the National Register. 

ALASKA 

Nome Division 

Nome. Discovery Saloon . 1st. and D Sts. 

CALIFORNIA 

Los Angeles County 

Los Angeles, Los Angeles Union Passenger 
Terminal. 800 N. Alamt?da St. 

COLORADO 

El Paso County 

Colorado Springs. Chambers Ranch. 3202 
Chambers Way. 

Manitou Springs, Barker House. 819 Manitou 
Ave. 

Manitou Springs, First Congregational 
Church. 101 Pawnee Ave. 

DELAWARE 

New Castle County 

Wilmington vicinity. Gfynrich. Mill Rd. and 
Race St. 

IDAHO 

Bingham County 

Blackfoot. Idaho Republican Building. 167 W. 
Bridge St. 

Oneida County 

Malad City. United Presbyterian Church. 7. S. 
Main St. 

MARYLAND 

Baltimore (independent city) 

Sharp Street Memorial United Methodist 
Church. 508—516 Dolphin St. 

Cecil County 

Earleville. Elf. The (yacht) NE of Earleville. 
Harford County 

Abingdon, vicinity. Woodside. NW of 
Abingdon at 400 Singer Rd. 

Talbot County 

Bellevue, Clay's Hope. Bellevue Rd. 

Easton vicinity. Hope Houses. NW of Easton. 

Washington County 

Sharpsburg vicinity, WiJson-Miller Farm. SW 
of Sharpsburg. 

MASSACHUSETTS 

Worcester County 

Worcester, WORCESTER MULTIPLE 
RESOURCE AREA. This nomination includes 
the following properties: 


Main Street Railway Office, 99-109 Main St 
Armsby Block, 144-148 Main St. 

Lincoln Block. 201-205 Main St. 

Elwood Adams Store. 156 Main St. 

Old State Mutual. 240 Main St. 

Mechanics Hall District, properties between 
282 and 343 Main St. 

WCIS Bank, 365 Main St. 

Slater Building, 390 Main St. 

Park Building, 507 Main St. 

Enterprise Building, 540 Main St. 

Colton’s Block, 588 Main St. 

Franklin Building. 550 Main St. 

Babcock Block. 600 Main St. 

Worcester Market Building, 631 Main St. 
Bancroft Hotel. 50 Franklin St. 

Stevens* Building, 24-44 Southbridge St. 
Union Station. Washington Sq. 

Lower Pleasant Street District, 418-426 Main 
St. and 9-49 Pleasant St. 

Green Hill Park Shelter. Green Hill Parkway 
Bancroft Tower. Bancroft Tower Rd. 
Bloomingdale School. 321 Plantation St. 

Elm Park (Previously listed in NR) 

Elizabeth Street School. 31 Elizabeth St 
Bloomingdale Firehouse, 676 Franklin St. 
Abbott Street School. 36 Abbott St. 

Pleasant Street Firehouse, 408 Pleasant St. 
English High School, 20 Irving St. 

City Hall and Common (Previously listed in 
NR) 

East Worcester School/Norcross Factory, 10 
E. Worcester St. 

Downing Street School. 92 Downing St. 
Beacon Street School, 108 Beacon St. 

Ash Street School, Ash St. 

Woodland Street Firehouse. 36 Woodland St. 
Grafton Street School, 311 Grafton St. 
Dartmouth Street School. 13 Dartmouth St. 
Providence Street Firehouse, 98 Providence 
St. 

Webster Street Firehouse. 40 Webster St 
Freeland Street School, 12 Freeland St. 
Cambridge Street School. 510 Cambridge St. 
Cambridge Street Firehouse. 534 Cambridge 
St. 

Upsala Street School, 36 Upsala St. 
Quinsigamond Firehouse. 837 Millbury St. • 
Ward Street School-Millbury Street, 389 
Millbury St. 

Greendale Branch Library. 470 W. Boylston 
St. 

South Worcester Branch Library, 705 
Southbridge St. 

Quinsigamond Branch Library, 812 Millbury 
St. 

Waldo Street Police Station, Waldo St. 
Worcester Asylum and related buildings. 305 
Belmont St 

Greendale Improvement Society Building 
(Previously listed on NR) 

North Worcester Aid Society, 58 Holden St. 
Odd Fellows’ Home, 40 Randolph Rd. 
American Antiquarian Society (Previously 
listed on NR) 

Mission Chapel. 205 Summer St. 

Higgins Armory Museum. 100 Barber Ave. 
100F Building. 674 Main St. 

Masonic Temple, Ionic Ave. 

Worcester Polytechnic Institute bounded by 
Boynton and West Sts. and Institute Rd. 
Worcester Academy, Worcester Academy 
campus 

Clark University. Clark University campus 
Institutional District, properties on Lincoln 
and Wheaton Squares and on Salisbury 
and Tuckerman Sts. 


Washburn and Moen North Works District, 
properties on Grove St. 

Crompton Loom Works, 132-142 Green St. 
Hammond Organ Factory. 9 May St. 

Junction Shop and Herman Street District, 
properties on Jackson. Herman, and Beacon 
Sts. 

Ashworth and Jones Factory 
Harding-Winter Street Manufacturing 
District. 28-88 Winter St. 

Whittall Mills, properties off Brussels St. 
Salisbury Factory Building, 25 Union St. 
Salisbury Factory Building, 49-51 Union St. 
Adriatic Mills. 3-35 Armory St. 
Southbridge-Sargent Manufacturing District, 
Southbridge. Sargent, and Gold Sts. 

Union Congregational Church, 5 Chestnut St. 
Cathedral of St. Paul. 15 Chatham St. 

St. Johns Catholic Church. 40 Temple St. 
Emmanuel Baptist. 717 Main St. 

St. Peters Catholic Church, 935 Main St. 

South Unitarian. 886 Main St. 

Pilgrim Congregational, 909 Main St. 

St. Marks, Freeland St. 

St. Matthews, 693 Southbridge St. 
Smith-Thaxter-Merrifield House, 158 Holden 
St. 

Amos Flagg House, 246 Bumcoat St. 

William McFarland House. 525 Salisbury St. 
Chadwich-Brittan, 309 Lincoln St. 
Chamerlain-Flagg House. 2 Brookshire Rd. 
Timothy Paine House (Previously listed on 
NR) 

Stafford Newton House. 124 Bailey St. 
Salisbury Mansion and Store (Previously 
listed on NR) 

Benjamin Flagg House, 136 Plantation St. 
Steams Tavern, 651 Park Ave. 

Liberty Farm (Previously listed on NR) 

Ezra Rice House, 1133 W. Boylston St. 
Charles Newton House. 24 Brattle St. 

John Brooks House. 12 Nelson PI. 

George Gabriel House. 31 Lenox St. 

Harry Goddard House. 190 Salisbury St. 
Frederick Daniels House. 148 Lincoln St. 
Charles Miles House, 131 Lincoln St. 

Soho Cottage. 21 Windsor St. 

Forest Hill Cottage, 22 Windsor St. 

William Trowbridge Forbes House, 23 
Trowbridge Rd. 

Salisbury House (Previously listed on the NR) 
Aldus Higgins House. 1 John Wing Rd. 
Whitcomb Mansion, 51 Harvard St. 

Bliss Building, 26 Old Lincoln St. 

Goddard House. 12 Catherine St. 

Draper Ruggles House. 21 Catherine St. 

Jesse Moore House. 25 Catherine St. 

Addison Prentiss House, 3 Charming Way 
D. Wheeler Swift House. 22 Oak Ave. 

George Bentley House. 9 Earle St. 

George Gale House, 15 Elizabeth St. 

Samuel Copeland House, 31 Harvard St. 
Henry Goulding House, 26 Harvard St. 

Otis Putnam House. 25 Harvard St. 

Jerome Marble House. 23 Harvard St. 

Tilley Raymond House. 12 George St. 

Emory Bannister House, 3 Harvard St. 

Gov. Levi Lincoln House. 4 Avalon PI. 

George Cobb House. 24 William St. 

John Hastins Cottage, 31 William St. 

Katz and Leavitt Apartment House, 53 Elm 
St. 

Isaac Divis House. 1 Oak St. 

Charles Allen House. 65 Elm St. 

Francis Dewey House. 71 Elm St. 

Merrill Double House. 18-20 West St. 
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William Hogg House, 54 Elm St. 

Joseph Davis House, 41 Elm St. 

Alexander Marsh House. 57 Elm St. 

Marcus Hobbs House. 16 William St. 

Richard Barker Octagon House. 312 
Plantation St. 

Leonard Sturtevant House. 64 Mulberry St. 
Charles Chamberlain House. 373 Pleasant St. 
Haratio Tower. 71 Pleasant St. 

Harris-Merrick House, 41 Fruit St. 

Moody Shattuck House. 768 Main St. 
Dowley-Taylor House. 770 Main St. 

John Legg House. 5 Claremont St. 

Franklin Wesson House. 8 Claremont St. 
Norcross Brothers Houses, 16,18 Claremont 
St. 

C. H. Fitch House, 15 Oread St. 

Edward Stark House. 21 Oread St. 

James Schofield House. 3 Mt. Pleasant St. 
Newton House. 8 Sycamore St. 

Daniel Stevens House, 7 Sycamore St. 

Arad Alexander House, 53 Waverly St. 

Elias Crawford House, 3 Norwood St. 
Larchmont. 36 Butler St. 

Borden-Pond House, 40 Laurel St, 

Lucius Knowles House. 838 Main St 
Elliot Smith House, 839 Main St. 

Brightside Apartments. 2 King St. 

Fairlawn, 189 May St. 

W. H. Goulding House. 4 Dix St. 

Indian Hill-North Village, properties along 
Ararat St and Delaval. Heroult, Marconi, 
Watt, and Westinghouse Rds. 

Knollwood, 425 Salisburg St. 

Massachusetts Avenue Historic District 
(Previously listed on NR) 

I lammond Heights, properties along Germain, 
Haviland. Highland, and Westland Sts. and 
Institute Rd. 

Oxford Crown Historic District (Previously 
listed on NR) 

Oxford-Crown Extension District, properties 
along Ashland. Austin, Chatham, Congress. 
Crown, and Pleasant Sts. 

May Street District, properties from 29 to 46 
May St. 

Castle Street Row, 4-18 Castle St 

Wellington Street Apartment House District, 
properties along Jacques Ave., and 
Wellington and Irving Sts. 

Boynton and Windsor, 718 and 720 Main St. 
Montvale, properties along Monadnock. 
Sagamore, Waconah, and Whitman Rds,. 
and Salisbury St. 

Lincoln Estate-Elm Park Historic District, . 
properties along Cedar, Fruit, Oak, Sever, 
West, and William Sts. 

Woodland Street Historic District, properties 
along Hawthorne. Loudon, Norwood, and 
Woodland Sts. 

MINNESOTA 

Hennepin County 

Rockford, Ames-Florida House . 8131 Bridge 
St 

Murray County 

Avoca. Avoca Public School Cole Ave. and 
2nd St. 

Fulda, Chicago, Milwaukee. St. Paul and 
Pacific Depot. Off MN 62. 


MISSISSIPPI 

Lauderdale County 

Meridian, Meridian Multiple Resource Area 
• (Partial Inventory). This area includes: 
Cahn-Crawford House, 1200 22nd Ave.; 
Carnegie Branch Library , 2721 13th St.: 
Dabney-Green House, 1017 22nd Ave.; 
Dement Printing Company. 2002 6th St.; 
Dial House. 1003 30th Ave.; Dixie Gas 
Station. 2902 5th St.; Elson-Dudley House, 
1101 29th Ave.; First Presbyterian Church. 
911 23rd Ave.; Gulf, Mobile and Ohio 
Freight Depot. 20 2nd. Ave.; Lamar Hotel 
410 21st. Ave.; Loeb, Alex, Incorporated. 
2115 5th St.; Masonic Temple. 1220 26th 
Ave.; McLemore Cemetery. 601 16th Ave.; 
Meridian Museum of Art. 628 25th Ave.; 
Meyer-Loeb Building. 2100 4th St.; 
Municipal Building, 601 24th Ave.; Niolon 
Building. 718 23rd Ave.; Pigford Building, 
818 22nd Ave.; Porter-Crawford House, 
1208, 22nd Ave.; Scottish Rite Cathedral 
1101 23rd Ave.; Stevenson Primary School, 
1015 25th Ave.; St. Patrick Catholic Church 
Diocese. 2614 Davis St.; Suttle Building, 801 
22nd Ave.; Temple Theater. 2318 8th St.; 
Threefoot Building. 601 22nd Ave.; Union 
Hotel 2000 Front St. 

MISSOURI 

Cape Girardeau. County 

Cape Girardeau. Glenn House, 325 S. Spanish 
St. 

Jackson County 

Kansas City Kansas City. Athenaeum. 900 E. 
Linwood Blvd. 

Lafayette County 

Lexington. Waddell House, 1704 South St. 
Nodaway County 

Maryville, Nodaway County Courthouse, 3 rd 
and Main Sts. 

Ray County 

Richmond. Ray County Courthouse, Off MO 
10 and MO 13. 

St. Louis (independent city). 

St. Liborius Church and Buildings, 1835 N. 
18th SL 

NEW JERSEY 

Hunterdon County 

Clinton vicinity, Van Syckel Comer District. 
Van Syckels Corner and Norton Rds. 

NORTH CAROLINA 

Ashe County 

Glendale Springs. Glendale Springs Inn. NC 
16 and SR 1632. 

Onslow County 

Palopato. Palo Alto Plantation. SR 1434. 

NORTH DAKOTA 

Traill County 

Mayville, Stomner House, 32 3rd St„ NE. 

TEXAS 

Bexar County 

San Antonio. San Pedro Springs Park, San 
Pedro Ave. 


Hidalgo County 

Hidalgo. Old Hidalgo Courthouse and 
Buildings. Flora and 1st Sts. 

Hidalgo. Old Hidalgo School Flora and 4th 
* Sts. 

Jefferson County 

Port Arthur. Rose Hill, 100 Woodworth Blvd. 
Travis County 4 

Austin. Rather House. 3105 Duval St. 
WYOMING 
Laramie County 

Cheyenne. Downtown Cheyenne Historic 
District. U.S. 30 (boundary increase). 

(FR Doc. 78-27807 Filed 9-10-79: 8:43 am] 

BILLING CODE 4310-03-M 


Heritage Conservation and Recreation 
Service National Register of Historic 
Places; Notification of Pending 
Nominations 

Nominations for the following 
properties being considered for listing in 
the National Register were received by 
the Heritage Conservation and 
Recreation Service before September 6. 
1979. Pursuant to section 60.13 of 36 CFR 
Part 60, written comments concerning 
the significance of these properties 
under the National Register criteria for 
evaluation may be forwarded to the 
Natidnal Register. Heritage 
Conservation and Recreation Service, 
U.S. Department of the Interior, 
Washington, DC 20243. Written 
comments or a request for additional 
time to prepare comments should be 
submitted by September 21,1979. 

Carol Shull, 

Acting Keeper of the National Register. 
California 

Santa Barbara County 
Channel Islands Archeological District (also 
in Ventura County) 

(FR Doc 79-28214 Filed 9-10-79. 8 45 am] 

BILLING CODE 4310-03-M 


National Park Service 

Revised Management Policies 

Correction 

In FR Doc. 79-24882 appearing on 
page 47412 in the issue of Monday, 
August 13,1979, in the middle column of 
page 47412, three lines from the bottom 
change . . which is not part 616. . 
to read **. . . which is now part 616. . 

BILUNG COOE 1505-01-M 
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Office of the Secretary 

IINT FES 79-391 

Proposed Range Management 
Program for the Little Lost-Birch 
Creek Planning Area, Idaho; 

Availability of Final Environmental 
Statement 

Pursuant to Section 102(2)(C) of the 
National Environmental Policy Act of 
1969. the Department of the Interior has 
prepared a final environmental 
statement for a proposed grazing 
management program for the Little Lost- 
Birch Creek Planning Unit of the Idaho 
Falls District located in southeastern 
Idaho. 

The proposal involves changes in 
initial stocking rates, implementing 
improved grazing systems and 
installation of certain range 
improvements. Approximately 332,000 
acres of public lands and 65,000 acres of 
withdrawn lands (Department of 
Energy) are involved. 

Copies of the Final environmental 
statement are available for inspection at 
the following locations: 

Idaho Falls District Office. Bureau of Land 
Management, 940 Lincoln Road. Idaho 
Falls. Idaho 63401. Telephone: (208) 529- 
1020. 

Idaho State Office. Bureau of Land 
Management. Federal Building. 500 W. Fort 
Street, Boise. Idaho 83724. Telephone: (208) 
384-1770. 

Public Affairs. Bureau of Land Management, 
Interior Building. 18th and C Streets. NW. 
Washington. D.C. 20240. 

A limited number of single copies may 
be obtained from the Idaho State 
Director, and the Idaho Falls District 
Manager, Bureau of Land Management 
at the above addresses. 

This final statement was prepared 
using the comments received through 
the public review process on the draft 
statement. All comments on the draft 
statement and our responses to these 
comments are included in Chapter 9 of 
the final statement. 

The final statement itself is not the 
decision document; however, 
management decisions can be made 30 
days following filing of the final 
statement with the Environmental 
Protection Agency and distribution to 
the public. A range management 
decision document will be prepared by 
the District Manager and will be 
available for review by livestock 
operators and special interest groups. 
These decisions will be based upon the 
proposed grazing management plan, one 
of the four alternatives, or a 
combination of the best features of the 
proposal and alternatives. More specific 
decisions will subsequently be 


developed on an allotment by allotment 
basis. 

Dated: September 5.1979. 

Heather L. Ross. 

Deputy Assistant Secretary of the Interior. 

[FK Doc. 79-28137 Filed 9-10-79; 8:45 am) 

BILUNG CODE 4310-84-M 


DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

Controlled Substances In Schedules I 
and II; Establishment of 1980 
Aggregate Production Quotas 

Section 306 of the Controlled 
Substances Act of 1970 (21 U.S.C. 826) 
requires the Attorney General to 
establish aggregate production quotas 
for all controlled substances in 
Schedules I and II each year. This 
responsibility has been delegated to the 
Administrator of the Drug Enforcement 
Administration pursuant to § 0.100 of 
Title 28 of the Code of Federal 
Regulations. 

On July 6,1979. a notice of the 
proposed aggregate production quotas 
for Schedule I and II controlled 
substances for 1980 was published in the 
Federal Register (44 FR 39626-7). All 
interested parties were invited to 
comment on or object to the proposed 
aggregate production quotas on or 
before August 6,1979. Ciba-Geigy 
Corporation of Summit. New Jersey and 
Hoffmann-LaRoche, Inc. of Nutiey, New 
Jersey each submitted comments 
relative to the proposed quotas. 

Relative to levorphanol, Hoffmann- 
LaRoche, Inc. commented that this 
proposed quota was inadequate to meet 
their expected 1980 needs, in light of a 
trend of increasing sales and the 
company’s experience in 1979 of a low 
beginning year inventory, Hoffmann- 
LaRoche requested that the aggregate 
production quota for levorphanol be 
increased. 

Relative to methylphenidate, Ciba- 
Geigy Corporation commented that, 
based on expected 1979 and 1980 needs, 
the proposed quota will be insufficient 
to meet 1980 needs. In order not to 
waive its rights to a hearing, Ciba-Geigy 
requested a hearing on the proposed 
quota. 

However, the company suggested that 
this hearing be deferred pending DEA’s 
review of actual 1979 sales and year-end 
inventories for Schedule I and II 
substances which will take place in 
early 1980. Ciba-Geigy expects that this 
review will lead to a satisfactory 
resolution to the issue of the 1980 quota 
for methylphenidate and that no hearing 
will be necessary. 


Pursuant to § 1303.11(c) of Title 21 
Code of Federal Regulations, the 
Administrator of the Drug Enforcement 
Administration has deemed, in his sole 
discretion, that hearings relative to any 
of the above mentioned comments are 
not necessary at this time. 

Therefore, under the authority vested 
in the Attorney General by Section 306 
of the Controlled Substances Act of 1970 
(21 U.S.C. 826), and delegated to the 
Administrator of the Drug Enforcement 
Administration by § 0.100 of Title 28 of 
the Code of Federal Regulations, the 
Administrator of the Drug Enforcement 
Administration hereby orders that final 
aggregate production quotas for 
Schedule I and II controlled substances, 
expressed in grams of anhydrous acid or 
base, be established as follows: 


Basic ctass Established 

1900 Quota 


Schedule I 

2.5-Ofmethoxyamphetamio© - 32.000.000 

Schedule H 

Alphaprodine __ 60.000 

Amofcartxtal _ 6.089.000 

Amphetamine _.........__......- 2.681 .000 

Anilendine __ 251.500 

Cocaine __ 1.800.000 

Codeine (for sale) -- 55.712,000 

Codeine (for conversion) - 2^02,000 


Desoxyephedrme (1.644.000 grams lor the spro- 
duction of levodesoxyephednne for use in a 
non-controlled. nonprescnption product, and 
301.000 grams for the production of methanv 


phetamine) ........ 1,945.000 

Dihydrocodoine _____....- 1,045.000 

Diphenoxylate .....—- . - 1, 220,000 

Ecgonine (for conversion) .... 1,200.000 

Ethyfmorphme ______ 25.000 

FentanyJ ..«*,...... 3,000 

Hydrocodone _____..___ 91 5,000 

Levorphanol .—--,---- 11,000 

Mependme _„___ 10.500.000 

Methadone __ 1,382.000 

Methadone intermediate (4-cyano 2-dimethyla* 

mmo*4.4-diphenytbutane) .- 1,710,000 

Methaouakme . 11,476.000 

Methylphenidate ---—-— 1,202,000 

Mixed Alkaloids of Opium __ 17,000 

Morphine (for sale) ........... 868,000 

Morphine (tor conversion) ........ 67.556,000 

Opium (tinctures, extracts, etc expressed m 

terms of USP powdered opium) __ 2,284.000 

Oxycodone (for sale) . . .,. 1 ,800.000 

Oxycodone (for conversion) .. 8,000 

Oxymorphone __ 4,000 

PentofcartJital .—, .t--,. 14,000,000 

Phenmetraime . ____„___ 2,073.000 

Secobarbital _ 7,508.000 

Thetame (for sale). .... 2.368.000 

Thebatne (for conversion)....... 1.579,000 


DEA will review the above 
established quotas early in 1980 to take 
into consideration actual 1979 sales and 
actual December 31.1979 inventories as 
well as other information which might 
be available to DEA. At that time, DEA 
will again consider those comments 
received in response to the proposal of 
July 6,1979. 

This order is effective September 11,1979. 
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Dated: August 17.1979. 

Peter B. Bensinger. 

Administrator, Drug Enforcement 
Administration. 

[FR Doc. 79-28210 Filed 9-10-79: 8:45 am] 

81 LUNG COOE 4410-O9-M 


DEPARTMENT OF LABOR 

Employment and Training 
Administration 

Employment Transfer and Business 
Competition Determinations Under the 
Rural Development Act; Applications 

The organizations listed in the 
attachment have applied to the 
Secretary of Agriculture for financial 
assistance in the form of grants, loans, 
or loan guarantees in order to establish 
or improve facilities at the locations 
listed for the purposes given in the 
attached list. The financial assistance 
would be authorized by the 
Consolidated Farm and Rural 
Development Act, as amended, 7 U.S.C. 
1924(b), 1932, or 1942(b). 

The Act requires the Secretary of 
Labor to determine whether such 
Federal assistance is calculated to or is 
likely to result in the transfer from one 
area to another of any employment or 
business activity provided by operations 
of the applicant. It is permissible to 
assist the establishment of a new 
branch, affiliate or subsidiary, only if 
this will not result in increased 
unemployment in the place of present 
operations and there is no reason to 
believe the new facility is being 
established with the intention of closing 
down an operating facility. 

The Act also prohibits such assistance 
if the Secretary of Labor determines that 
it is calculated to or is likely to result in 
an increase in the production of goods, 
materials, or commodities, or the 
availability of services or facilities ip 
the area, when there is not sufficient 
demand for such goods, materials, 
commodities, services, or facilities to 
employ the efficient capacity of existing 
competitive commercial or industrial 
enterprises, unless such financial or 
other assistance will not have an 
adverse effect upon existing competitive 
enterprises in the area. 

The Secretary of Labor’s review and 
certification procedures are set forth at 
29 CFR Part 75. In determining whether 
the applications should be approved or 
denied, the Secretary will take into 
consideration the following factors: 

X. The overall employment and 
unemployment situation in the local 
area in which the proposed facility will 
be located. 


2. Employment trends in the same 
industry in the local area. 

3. The potential effect of the new 
facility upon the local labor market, 
with particular emphasis upon its 
potential impact upon competitive 
enterprises in the same area. 

4. The competitive effect upon other 
facilities in the same industry located in 
other areas (whether such competition is 
a factor). 

5. In the case of applications involving 
the establishment of branch plants or 
facilities, the potential effect of such 
new facilities on other existing plants or 
facilities operated by the applicant. 


Mine Safety and Health Administration 
(Docket No. M-79-112-C] 

Forman-Lose Mining Inc.; Petition for 
Modification of Application of 
Mandatory Safety Standard 

Forman-Lose Mining Inc., Route 2, Box 
229, Albright, West Virginia 26519 has 
filed a petition to modify the application 
of 30 CFR 75.1710 (canopies) to its No. 1 
Mine located in Preston County. West 
Virginia. The petition is filed under 
section 101(c) of the Federal Mine Safety 
and Health Act of 1977, Pub. L 95-164. 

The substance of the petition follows: 

1. The petition concerns the use of 
cabs or canopies on electric face 
equipment in the petitioner’s mine. 

2. The petitioner is mining coal seams 
ranging 43 to 55 inches in height. This 
roof to pavement height is reduced 
about two and three fourths inches if 
measured from the roof bolts or about 
five inches if measured from the cross 
supports. 

3. At times, undulations in the roof 
reduce roof to pavement clearances to 
40 inches. 

4. The petitioner believes cabs or 
canopies in the heights encountered in 
its mine would result in a diminution of 
safety for the following reasons: 

(a) Cabs or canopies would not allow 
the equipment oprator proper visibility 


All persons wishing to bring to the 
attention of the Secretary of Labor any 
information pertinent to the 
determinations which must be made 
regarding these applications are invited 
to submit such information in writing 
within two weeks of publication of this 
notice. Comments received after the 
two-week period may not be considered. 
Send comments to: Administrator, 
Employment and Training 
Administration, 601 D Street, N.W., 
Washington, D.C. 20013. 

Signed at Washington. D.C. this 5th day of 
September 1979. 

Earl T. Klein, 

Director, Office of Program Services. 


of surrounding conditions to insure safe 
operation of the equipment while 
remaining under the cab or canopy. 

(b) Cabs or canopies could dislodge 
roof support in areas of uneven roof. 

(c) The cramped and confined space 
under a cab or canopy would impair the 
equipment operator’s ability to properly 
control the equipment. 

Request for Comments 

Persons interested in this petition may 
furnish written comments on or before 
October 11.1979. Comments must be 
filed with the Office of Standards. 
Regulations and Variances, Mine Safety 
and Health Administration, 4015 Wilson 
Boulevard, Arlington, Virginia 22203. 
Copies of the petition are available for 
inspection at that address. 

Robert B. Lagather, 

Assistant Secretary. Mine Safety and Health. 
September 4.1979. 

(FR Doc. 79-28227 Filed 8-10-79: 8:45 am] 

BILLING COOE 28227-41 


(Docket No. M-79-136-C) 

Old Ben Coal Co.; Petition for 
Modification of Application of 
Mandatory Safety Standard 

Old Ben Coal Company, 125 South 
Wacker Drive #2400, Chicago, Illinois 


Applications Received During ttie Week Ending Sept. 8, 1979 


Name of applicant and location of enterprise Principal product or activity 

J. J. Ferguson Sand and Gravel. Carroll. Leflore, Grenada, and Production and transportation of sand, gravel and asphalt 
Holmes Counties. Miss. 


(FR Doc 79-28130 Filed 9-10-79; 8:45 am] 

BILLING COOE 4510-30-41 
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60606, has filed a petition to modify the 
application of 30 CFR 75.902 (cable 
couplers) to its Nos. 21. 24, 25, 26, and 27 
Mines, its Central Shop, and its John 
Ross Preparation Plant, all located in 
Franklin County, Illinois. The petition is 
filed under section 101(c) of the Federal 
Mine Safety and Health Act of 1977, 

Pub. L. 95-164. 

The substance of the petition follows: 

1. The standard states in part that 
cable couplers must be constructed so 
that during uncoupling the ground check 
continuity conductor must be broken 
(opened) first and the ground conductors 
broken last. 

2. The petitioner uses primarily a 
pilotless ground monitoring system in 
conjunction with its cable couplers. This 
system does not have a separate ground 
check continuity conductor. 

3. The petitioner’s couplers are used 
with an external ground pin to insure 
that the coupler housing remains 
grounded to the receptacle until the 
phase pins disengage. 

4. During uncoupling, the couplers 
hinge at the top so that the coupler 
interlock switch breaks first, the ground 
pin and one phase pin break next, 
followed by the other two phase pins, 
and the external ground pin breaks last. 

5. The coupler interlock switch 
connects directly to the circuit breaker 
trip circuit, tripping the circuit breaker 
when the coupler is uncoupled. If the 
coupler interlock fails, the ground 
monitor trips the circuit breaker when 
the ground pin breaks. 

6. The petitioner believes that its 
couplers and ground monitoring system 
provide the same measure of protection 
as the standard. 

Request for Comments 

Persons interested in this petition may 
furnish written comments on or before 
October 11.1979. Comments must be 
filed with the Office of Standards, 
regulations and Variances. Mine Safety 
and Health Administration. 4015 Wilson 
Boulevard, Arlington, Virginia 22203. 
Copies of the petition are available for 
inspection at that address. 

Robert B. Lagather, 

Assistant Secretary, Mine Safety and Health, 
September 4 1979 

(FR Doc 79-28220 Filed 0-10-79; 8:45 urn) 

BILLING C00E 4510-43-M 


(Docket No. M-79-26-MJ 

Sunshine Mining Co.; Petition for 
Modification of Application of 
Mandatory Safety Standard 

Sunshine Mining Company, P.O. Box 
1080, Kellogg, Idaho 83837, has filed a 
petition to modify the application of 30 


CFR 57.19-40 (sheave grooves) to its 
Sunshine Mine located in Shoshone 
County, Idaho. The petition is filed 
under section 101(c) of the Federal Mine 
Safety and Health Act of 1977, Pub. Law 
95-164. 

The substance of the petition follows: 

1. The standard states in part that 
sheaves must have grooves properly 
contoured for the rope diameter used. 

2. During shaft operations at its mine, 
the petitioner proposes to use a %" rope 
with a sheave grooved for 1 Vs" diameter 
rope. 

3. The service life of the rope will be 
shortened with this combination; 
however, the petitioner believes there 
will be no diminution of safety to its 
workers because the very nature of 
shaft sinking, i.e., increasing depth, will 
necessitate replacing the hoisting rope 
long before it is worn out. 

4. As part of its alternative method, 
the petitioner proposes frequent and 
thorough cable inspections involving 
periodic cable cuts to ensure the 
integrity of its hoisting rope. 

5. The petitioner believes that its 
alternative method will achieve no less 
protection for its miners than that 
provided by the standard. 

Request for Comments 

Persons interested in this petition may 
furnish written comments on or before 
October 11,1979. Comments must be 
filed with the Office of Standards. 
Regulations and Variances, Mine Safety 
and Health Administration, 4015 Wilson 
Boulevard, Arlington, Virginia 22203. 
Copies of the petition are available for 
inspection at that address. 

Robert B. Lagather, 

Assistant Secretary. Mine Safety and Health. 
September 4,1979 

(FR Doc 79-28228 Filed 9-10-79 8:45 am) 

BILUNG CODE 4510-43-41 


Office of the Secretary 
ITA-W-5724-5] 

Eastern Associated Coal Corp. ( 
Keystone, W. Va., Herndon, W. Va. 
Negative Determination Regarding 
Eligibility To Apply for Worker 
Adjustment Assistance 

In accordance with section 223 of the 
Trade Act of 1974 (19 U.S.C. 2273) the 
Department of Labor herein presents the 
results of an invetigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance each of the group eligibility 


requirements of section 222 of the Act 
must be met. 

The investigation was initiated on July 
10,1979 in response to a worker petition 
received on June 15,1979 which was 
filed by the United Mine Workers of 
America on behalf of workers and 
former workers producing metallurgical 
coal at Keystone 1 Mine (TA-W-5724) 
and Keystone 2 & 3 Mines (TA-W-5725) 
of Eastern Associated Coal Corporation, 
Beckley, West Virginia. The 
investigation revealed that there is a 
preparation plant attached to Keystone 
1 Mine and a preparation plant attached 
to Keystone 2 & 3 Mines. Keystone 1 
Mine and Preparation Plant are located 
in Keystone, West Virginia, and 
Keystone 2 & 3 Mines and Preparation 
Plant are located in herndon, West 
Virginia. In the following determination, 
without regard to whether any of the 
other criteria have been met. the 
following criterion has not been met: 

That increases of imports of articles like or 
directly competitive with articles produced 
by the firm or appropriate subdivision have 
contributed importantly to the separations, or 
threat thereof, and to the absolute decline in 
sales or production. 

The Department of Labor conducted a 
survey of the customers of Eastern 
Associated Coal Corporation. None of 
the customers purchased imported 
metallurgical coal. Some customers did 
not purchase any imported coke and the 
remainder decreased their reliance on 
imported coke in the January-May 
period of 1979, compared with the same 
period in 1978. 

In a previous determination issued on 
March 9,1979 workers at Keystone 1 
Mine and Preparation Plant (TA-W- 
4586, 4586a) were denied eligibility to 
apply for adjustment assistance on the 
basis that any decreases in sales or 
production at the mine in 1978 were 
caused by either the Untied Mine 
Workers of America strike or a strike at 
the Norfolk and Western Railroad, 
which transports all the coal produced 
at the mine. In the same determination, 
workers at Keystone 2 & 3 Mines and 
Preaparation Plant (TA-W-4587, 4588, 
4587a) were denied on the basis that 
sales or production did not decrease. 

Conclusion 

After careful review, I determine that 
all workers of Eastern Associated Coal 
Corporation, Keystone 1 Mine and 
Preparation Plant, Keystone, West 
Virginia, and Keystone 2 & 3 Mines and 
Preparation Plant, Herndon, West 
Virginia are denied eligibility to apply 
for adjustment assistance under Title 11, 
Chapter 2 of the Trade Act of 1974. 
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Signed at Washington, D.C. this 4th day of 
September 1979. 

James F. Taylor, 

Director. Off ice of Mangement, 
Administration and Planning. 

|FF Doc. 79-28103 Filed 9-10-79:8 45 am) 

BILLING CODE 4510-28-M 


[TA-W-5723 and 5723A] 

H. Freeman and Son, Inc., Philadelphia, 
Pa., Norristown, Pa., Certification 
Regarding Eligibility To Apply for 
Worker Adjustment Assistance 

In accordance with section 223 of the 
Trade Act of 1974 (19 U.S.C. 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance, each of the group eligibility 
requirements of section 222 of the Act 
must be met. 

The investigation was initiated on July 
10,1979 in response to a worker petition 
received on June 26.1979 which was 
filed by the Amalgamated Clothing and 
Textile Worker’s Union on behalf of 
workers and former workers producing 
men’s suits, slacks and sportcoats at H. 
Freeman, Philadelphia. Pennsylvania. 
The investigation revealed that the 
Philadelphia plant of H. Freeman and 
Son. Incorporated, along with a 
Norristown, Pennsylvania plant, is part 
of an integrated production process. The 
investigation was expanded to include 
the Norristown plant. It is concluded 
that all of the requirements have been 
met. 

Evidence developed in the course of 
the investigation revealed that U.S. 
imports of men's and boys’ tailored 
dress coats and that U.S. imports of 
men’s and boys’ tailored dress coats and 
sportcoats decreased absolutely and 
increased relative to domestic 
production in 1978 compared to 1977 and 
decreased absolutely in the first half of 
1979 compared to the same period in 
1978. 

U.S. imports of men's and boys’ 
tailored suits decreased absolutely and 
increased relative to domestic 
production in 1978 compared to 1977 and 
decreased absolutely in the first half of 
1979 compared to the same period in 
1978. 

U.S. imports of men’s and boys’ dress 
and sport trousers and shorts increased 
absolutely and relative to domestic 
production in 1978 compared to 1977 and 
decreased absolutely in the first half of 
1979 compared to the same period in 
1978. 


In a survey conducted by the 
Department of Commerce, customers 
accounting for a significant proportion 
of H. Freeman and Son, Incorporated’s 
sales decline indicated that they had 
decreased purchaases from H. Freeman 
and Son, Incorporated and had 
increased purchases of imported men’s 
suits, slacks and sportcoats. The U.S. 
Department of Commerce certified H. 
Freeman and Son, Incorporated as 
eligible to apply for firm adjustment 
assistance on August 2,1979. 

Conclusion 

After careful review of the facts 
obtained in the investigation, I conclude 
that increases of imports of articles like 
or directly competitive with men’s suits, 
slacks and sportcoats produced at H. 
Freeman and Son. Incorporated plants 
in Philadelphia, Pennsylvania and 
Norristown, Pennsylvania contributed 
importantly to the decline in sales or 
production and to the total or partial 
separation of workers of that firm. In 
accordance with the provisions of the 
Act, I make the following certification: 

All workers of the Philadelphia. 
Pennsylvania and Norristown. Pennsylvania 
plants of H. Freeman and Son. Incorporated 
who became totally or partially separated 
from employment on or after June 22.1978 are 
eligible to apply for adjustment assistance 
under Title II. Chapter 2 of the Trade Act of 
1974. 

Signed at Washington. D.C.. this 4th day of 
September 1979. 

James F. Taylor, 

Director, Office of Management. 
Administration and Planning. 

|FR Doc. 79-28104 Filed 9-10-79; &45 am) 

BILLING CODE 4510-28-M 


[TA-W-58561 

Philip Gurian Sons, Inc., Tamaqua, Pa., 
Termination of Investigation 

Pursuant to section 221 of the Trade 
Act of 1974, an investigation was 
initiated on August 13,1979 in response 
to a worker petition received on August 
7,1979 which was filed on behalf of 
workers and former workers producing 
ladies’ sportswear at the Hometown 
plant of Philip Gurian Sons, 
Incorporated, Tamaqua, Pennsylvania. 

The Notice of Investigation wa 9 
published in the Federal Register on 
August 17.1979 (44 FR 48386). No public 
hearing was requested and none was 
held. 

The petitioning group of workers in 
this case was included in a 
determination (TA-W-5713) issued on 
August 28.1979. In that determination, 
all workers of the Hometown plant of 
Philip Gurian Sons. Incorporated, 


Tamaqua. Pennsylvania who became 
totally or partially separated from 
employment on or after August 26.1978 
were certified as eligible to apply for 
worker adjustment assistance. 

Since all workers are covered by an 
existing certification, a new 
investigation would serve no purpose. 
Therefore, this investigation is 
terminated. 

Signed at Washington, D.C. this 31st day of 
August 1979. 

Marvin M. Fooks, 

Director. Office of Trade Adjustment 
Assistance. 

(FR Doc. 79-28105 Filed 9-10-79. 8:45 am) 

BILUNG COOE 4510-28-M 


(TA-W-5711,57401 

M. Jensen, Inc., Just Mort, Inc., 
Secaucus, N.J., Certification Regarding 
Eligibility To Apply for Worker 
Adjustment Assistance 

In accordance with section 223 of the 
Trade Act of 1974 (19 U.S.C. 2273) the 
Department of Labor herein presents the 
results of an investigation regarding 
certification of eligibility to apply for 
worker adjustment assistance. 

In order to make an affirmative 
determination and issue a certification 
of eligibility to apply for adjustment 
assistance, each of the group eligibility 
requirements of section 222 of the Act 
must be met. 

The investigations were initiated on 
July 5,1979 and July 11.1979 in response 
to worker petitions received on July 5, 
1979 which were filed by the 
International Ladies’ Garment Workers’ 
Union on behalf of workers and former 
workers producing ladies’ sportswear at 
M. Jensen. Incorporated, New York, 

New York and producing ladies’ dresses 
at Just Mort, Incorporated, New York, 
New York. The investigation revealed 
that the plants of M. Jensen. 

Incorporated and Just Mort, 

Incorporated are located in Secaucus, 
New Jersey. It is concluded that all of 
the requirements have been met. 

U.S. imports of women’s, misses' and 
children’s slacks and shorts increased 
absolutely and relative to domestic 
production from 1976 to 1977 and from 
1977 to 1978. 

U.S. imports of women’s, misses’ and 
children’s blouses and shirts increased 
absolutely from 1976 to 1977 and from 
1977 to 1978. 

U.S. imports of women's, misses* and 
children’s skirts increased absolutely 
and relative to domestic production 
from 1977 to 1978. 

U.S. imports of women's, misses* 
dresses increased absolutely and 
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relative to domestic production from 
1977 to 1978. 

Evidence developed during the course 
of the investigation revealed that Tucker 
Knits. Incorporated is the parent 
company of M. Jensen, Incorporated and 
Raoul, Incorporated and manages Just 
Mort, Incorporated. Each company 
produces a separate product line under 
the label of the company’s name but all 
workers, excluding the salaried workers, 
work on all product lines. All workers, 
except designers and salesmen, are 
employed by Tucker Knits, 

Incorporated. The designers and 
salesmen are employed by each 
respective company. 

The Office of Trade Adjustment 
Assistance conducted a survey of 
customers of the sportwear products 
(pants, skirts, and blouses) of M. Jensen 
and the dresses of Just Mort. 

Customers accounting for a significant 
proportion of the sales of M. Jensen in 
1977 reduced purchases from M. Jensen 
and increased purchases of imported 
pants, skirts and blouses in 1978 
compared to 1977 and in the first half of 
1979 compared to the first half of 1978. 

Customers accounting for a significant 
proportion of the sales of Just Mort in 
1977 reduced purchases from Just Mort 
and increased purchases of imported 
dresses in 1978 compared to 1977. 

Conclusion 

After careful review of the facts 
obtained in the investigation, 1 conclude 
that increases of imports of articles like 
or directly competitive with ladies’ 
sportswear produced at M. Jensen, 
Incorporated, Secaucus, New Jersey, 
and ladies’ dresses at Just Mort, 
Incorporated, Secaucus, New Jersey 
contributed importantly to the decline in 
sales or production and to the total or 
partial separation of workers of that 
firm. In accordance with the provisions 
of the Act. I make the following 
certification: 

All workers of Tucker Knits, Incorporated, 
Secaucus. New Jersey engaged in 
employment related to the production of 
ladies' sportwear at M. Jensen. Incorporated, 
and to the production of ladies’ dresses at 
Just Morton. Incorporated and all workers of 
M. JenBen, Incorporated and of Just Mort, 
Incorporated. Secaucus. New Jersey who 
became totally or partially separated from 
employment on or after November 1,1978 are 
eligible to apply for adjustment assistance 
under Title II, Chapter 2 of the Trade Act of 
1974. 


Signed at Washington. D.C. this 4th day of 
September 1979. 

James F. Taylor, 

Director. Office of Management. 
Administration and Planning. 

(FR Doc. 79-28106 Filed 9-10-79; 845 am) 

BILLING COOC 4510-26-41 


[TA-W-5741] 

Raoul, Inc., Secaucus, N.J.; 

Termination of Investigation 

Pursuant to section 221 of the Trade 
Act of 1974, an investigation was 
initiated on July 11,1979 in response to a 
worker petition received on July 5.1979 
which was filed by the International 
Ladies’ Garment Workers’ Union on 
behalf of workers and former workers 
producing ladies' dresses at Raoul, 
incorporated, New York, New York. The 
investigation revealed that Raoul, 
Incorporated produced ladies' 
combination suits, such as jumpsuits, 
dresses and pantsuits and that the Raoul 
plant is located in Secaucus, New 
Jersey. 

Due to the short term of operation of 
Raoul, Incorporated and the seasonality 
of the ladies’ apparel industry, there is 
not sufficient information in this case 
upon which to base a determination. In 
addition, worker qualifying 
requirements in Section 231 of the Act 
may not be met at this time. 
Consequently, the investigation has 
been terminated. 

Signed at Washington. D.C. this 31st day of 
August 1979. 

Marvin M. Fooks, 

Director, Off ice of Trade Adjustment 
Assistance. 

|FR Doc. 79-28107 Filed 9-19-79; 8:45 am) 

BILLING COOE 4510-28-M 


ITA-W-5807] 

A. Soloff and Son, Fall River, Mass.; 
Termination of Investigation 

Pursuant to section 221 of the Trade 
Act of 1974, an investigation was 
initiated on July 31,1979 in response to a 
worker petition received on July 24,1979 
which was filed on behalf of workers 
and former workers producing men’s 
outerwear at A. Soloff and Son, Fall 
River Massachusetts. 

In a letter, the petitioner requested 
withdrawal of the petition. On the basis 
of this request, continuing the 
investigation would serve no purpose. 
Consequently, the investigation has 
been terminated. 


Signed at Washington, D C. this 31st day of 
August 1979. 

Marvin M. Fooks, 

Director, Office of Trade Adjustment 
Assistance. 

[FR Doc. 79-28108 Piled 9-19-79.845 am) 

BILLING CODE 4519-26-41 


NATIONAL FOUNDATION ON THE 
ARTS AND THE HUMANITIES 

Music Advisory Panel (Jazz Section); 
Meeting 

Pursuant to Section 10(a)(2) of the 
Federal Advisory Committee Act (Public 
Law 92-463). as amended, notice is 
hereby given that a meeting of the Music 
Advisory Panel (Jazz Section) to the 
National Council on the Arts will be 
held September 24-28,1979, from 9:00 
a.m. to 5:30 p.m. each day. in room 1422, 
Columbia Plaza, 2401 E Street, N.W., 
Washington, D.C. 

This meeting is for the purpose of 
Panel review, discussion, evaluation, 
and recommendation on applications for 
financial assistance under the National 
Foundation on the Arts and the 
Humanities Act of 1965, as amended, 
including discussion of information 
given in confidence to the agency by 
grant applicants. In accordance with the 
determination of the Chairman 
published in the Federal Register of 
March 17.1977, these sessions will be 
closed to the public pursuant to 
subsection (c)(4), (6) and 9(B) of section 
552b of Title 5, United States Code. 

Further information with reference to 
this meeting can be obtained from Mr. 
John H. Clark, Advisory Committee 
Management Officer, National 
Endowment for the Arts, Washington, 
D.C. 20506, or call (202) 634-6070. 

August 30.1979 
John H. Clark, 

Director, Office of Council and Panel 
Operations. National Endowment for the Arts. 

(FR Doc. 79-28225 Tiled 9-19-79: 8:45 am] 

BILLING CODE 7537-01-41 


NATIONAL LABOR RELATIONS 
BOARD 

Appointments of Individuals To Serve 
as Members of Performance Review 
Boards 

5 USC 4314(c)(4) requires that the 
appointments of individuals to serve as 
members of performance review boards 
be published in the Federal Register. 
Therefore, in compliance With this 
requirement, notice is hereby given that 
the individuals whose names and 
position titles appear below have been 
appointed to serve as members of 
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performance review boards in the 
National Labor Relations Board for the 
rating year beginning July 13,1979, and 
ending February 29,1980. 

Name and title 

Robert E. Allen—Acting Associate General 
Counsel, Enforcement Litigation. 

William C. Baisinger—Chief Counsel \o 
Chairman. 

Willie L. Clark, Jr.—Solicitor. 

Harold J. Datz—Associate General Counsel. 
Advice. 

Joseph E. DeSio—Associate General Counsel, 
Operations Management. 

John E. Higgins, Jr.—Deputy General Counsel. 
Thomas N. Kessel—Chief Administrative 
Law Judge. 

Harry M. Leet—Chief Counsel to Board 
Member. 

William A. Lubbers—Executive Secretary. 
Helen C. Reiner—Chief Counsel to Board 
Member. 

Eugene L. Rosenfeld—Deputy Associate 
General Counsel, Operations Management. 
Emtist Russell—Director of Administration. 
Henry L Segal—Chief Counsel to Board 
Member. 

Berton Subrin—Director, Office of 
Representation Appeals. 

Robert Volger—Deputy Executive Secretary. 
Tamara J. Wall—Chief Counsel to Board 
Member. 

By Direction of the Board: August 29.1979 
George A. Leet. 

Associate Executive Secretary. 

[FR Doc, 79-28224 Filed 10-79. 8:45 am| 

BILLING CODE 754S-01-M 


NUCLEAR REGULATORY 
COMMISSION 

Classification, Downgrading, and 
Declassification of Information and 
Systematic Declassification Review 
Guidelines 

agency: Nuclear Regulatory 

Commission. 

action: Notice. 

summary: Section 5-402 of Executive 
Order 12065, relating to national security 
information, requires that regulations 
establishing agency information security 
policy and guidelines for systematic 
declassification review shall be 
published in the Federal Register. This 
notice contains the Nuclear Regulatory 
Commission s (NRC) revised NRC 
Manual Chapter Appendix 2101 Part 
XIV “Classification, Downgrading and 
Declassification" of its management 
directives and NRC's Systematic Review 
Guidelines and thus fulfills the 
requirements of the Executive Order as 
they apply to the Commission. 
date: Effective date of Part XIV: August 
23,1979. Effective date of Systematic 
Review Guidelines: July 5.1979. 


address: Communications in response 
to this notice should be sent to the U.S. 
Nuclear Regulatory Commission: Chief, 
Security Policy Branch, Division of 
Security, Washington. DC 20555. Copies 
of Part XIV, as well as other parts to 
NRC’s Manual Chapter and Appendix 
2101, “NRC Security Program,” in 
accordance with 10 CFR Part 9, “Public 
Records” are available for review at 
NRC’s Public Document Room, 1717 H 
Street, NW„ Washington, DC 20555. 301- 
427-4472. 

Dated at Bethesda. Maryland this 31st day 
of August 1979. 

For the Nuclear Regulatory Commission. 
William J. Dirr.ks, 

Acting Executive Director for Operations. 

U.S. Nuclear Regulatory Commission 
Manual Chapter and Appendix 2101— 
Part XIV—Classification, Downgrading 
and Declassification 

A. General Provisions 

1. Purpose and Scope. This part sets 
forth procedures for conducting the 
classification, downgrading and 
declassification program of the Nuclear 
Regulatory Commission (NRC). 

2. Basis for Classification, 
Downgrading and Declassification 
Program. Executive Order 12065, 
"National Security Information," its 
Information Security Oversight Office 
implementing directives, the Atomic 
Energy Act of 1954. as amended, and the 
Energy Reorganization Act of 1974. as 
amended, form the basis for the NRC 
classification, downgrading and 
declassification program. 

3. Classified Information. "Classified 
Information" is a term used to include 
National Security Information (NSI), 
Restricted Data (RD) and Formerly 
Restricted Data (FRD). See Appendix 
2101 Part 1 for definitions. 

4. Policy. Classification, downgrading 
and declassification of classified 
information under the jurisdiction of the 
NRC is to be performed in a manner to 
increase the openness of Government 
operations by limiting classification of 
information and accelerating 
declassification, and to improve the 
protection for information that needs to 
be classified. Declassification of 
information shall be given emphasis 
comparable to that afforded 
classification. The classification, 
downgrading and declassification 
process assesses: the possible threat to 
the national security from access to the 
information by unauthorized persons or 
foreign nations; advantages resulting 
from declassification to the 
advancement of science, technology and 
the general welfare: and the effect of 
controls on accomplishment of national 


goals. Classification guidance (guides, 
bulletins and correspondence) assist in 
implementing this policy. 

Classification and declassification of 
Restricted Data and Formerly Restricted 
Data takes place in accordance with the 
provisions of the Atomic Energy Act of 
1954, as amended, and regulations 
issued thereunder. 

5. Role of Director, Division of 
Security. The Director. Division of 
Security, (1) determines that the 
classification, change of classification 
and declassification of National Security 
Information within the NRC. NRC 
contractors and other organizations 
takes place in accordance with F. O. 
12065, Information Security Oversight 
Office (ISOO) directives and other 
implementing directives including 
Commission regulations, and (2) 
provides classification, declassification 
and change of classification assistance 
as required to NRC. NRC contractor and 
other personnel. 

B. Classification 

1. Classification Process. 
Classification is the process of 
identifying the information the NRC 
needs to protect in the interest of the 
national security or because it is 
Restricted Data or Formerly Restricted 
Data, and determining the level of 
protection needed. 

The classification of information, a 
document or material requires a 
determination of the: 

a. Sensitivity to the national security 
of the information involved. 

b. Assignment of the level of 
protection (Top Secret (TS), Secret (S) or 
Confidential (C)) required for the 
information. 

c. Category of classified information 
(e.g., National Security Information 
(NSI) or Restricted Data (RD)). 

d. Applicability to NSI of the criteria 
outlined in Section 1-301. E.0.12065, 
and the determination that its 
unauthorized disclosure reasonably 
could be expected to cause at least 
identifiable damage to the national 
security. This provision does not apply 
to Restricted Data or Formerly 
Restricted Data which are classified by 
the Atomic Energy Act and not in 
accordance with Executive Order 12065. 

In the course of classification, and 
incidental thereto, the authorized 
classifier: 

a. Determines the date or event on 
which automatic declassification of NSI 
may take place or the date on which the 
matter should be reviewed for 
declassification (e g., in six years, at the 
end of twenty years or, in the case of 
foreign government information, at the 
end of thirty years). 
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Restricted Data and Formerly 
Restricted Data are not subject to 
automatic declassification and should 
be declassified by referral to the 
Division of Security, which will 
coordinate the matter with the 
Department of Energy as necessary. 

b. Ensures the placement of markings 
on the document or item of material to 
indicate the determinations made and to 
convey the additional information 
required under Part III of this Appendix. 

2. Importance of Classification. 
Security afforded to information, a 
document or material is based on the 
classification assigned to it. 
Classification markings, security 
clearances, guards, security repositories 
and other such security measures are 
used as appropriate to protect classified 
matter. 

The disclosure of classified 
information either to unauthorized 
persons or foreign governments without 
authorization is likely to result in 
damage to the national security or 
foreign relations of the United States. 
Therefore, it must be restricted to only 
those authorized individuals who need 
the information to perform their official 
duties. 

3. Who Can Classify, a. Authorized 
Classifiers. (1) Authorized classifiers 
within the NRC are the Chairman, NRC, 
and NRC contractor employees and 
others who occupy a specific position 
that has been designated in writing by 
the Chairman, Commissioners or 
Executive Director for Operations to 
classify, downgrade and declassify 
information, documents or material. 

(2) Authorized classifiers are 
designated as either original or as 
derivative classifiers. 

(a) An authorized classifier of NS1 
with orginal classification authority may 
determine, based on his own knowledge, 
authority and expertise, the 
classification level necessary to protect 
information or matter in those cases 
where the information is not covered by 
classification guidance or in which 
classification has not otherwise been 
previously determined. 

(b) An authorized classifier with 
derivative classification authority may 
classify only that information which is 
based on a classification determination 
made by an individual with original 
classification authority, a source 
document or in classification guidance 
(e.g., guide or bulletin). Each official 
with original classification authority 
also has derivative classification 
authority. NRC contractor employees 
and others may be designated as 
derivative classifiers. 

(c) Each authorized classifier is 
responsible for assuring that the 


classification he/she assigns to NSI is 
strictly in accordance with the 
classification requirements of the 
Executive Order and policies 
established by the NRC and that the 
classification assigned to Restricted 
Data or Formerly Restricted Data is in 
accordance with the classification 
requirements of the Atomic Energy Act 
and applicable classification guidance. 

b. Top Secret Classifying Officials . 
E.0.12065 designates the Chairman of 
the NRC as a Top Secret authorized 
classifier. By authority of the Order, he 
may delegate this authority to only the 
four Commissioners and the Executive 
Director for Operations. Secret and 
Confidential original and derivative 
classifying officials for the NRC are 
designated by the Commission or 
Executive Director for Operations on the 
basis of a request in writing submitted 
to the Director, Division of Security by 
the appropriate Office Director or 
Regional Office Director. Such request 
shall include: 

(1) the designation of the position or 
positions for which authority is sought, 

(2) the level of classification authority 
requested, and 

(3) the justification for such request, 
including a description of the type of 
information that is anticipated to require 
classification and the frequency of the 
need to exercise such authority. 

4. Classification Guides, a. 
Classification Guides for NSI are 
required under Section 5-403 of 
Executive Order 12065. Such guides 
shall: 

(1) Identify the information to be 
protected, using categorization to the 
extent necessary to insure that the 
information involved can be identified 
readily and uniformly; 

(2) State which of the classification 
designations (i.e., Top Secret, or 
Confidential) applies to the information; 

(3) State the duration of classification 
in terms of a period of time or future 
event. When such duration is to exceed 
six years, the reason for such extension 
shall be provided in the guide. However, 
if the inclusion of classified reasons 
would result in a level of classification 
for a guide that would inhibit its 
desirable and required dissemination, 
those reasons need be recorded only on 
or with the record copy of the guide; and 

(4) Indicate how the designations, 
time limits, markings, and other 
requirements of the order and this 
directive are to be applied, or make 
specific reference to agency regulations 
that provide for such application. 

b. Each classification guide will be 
kept current and will be reviewed at 
least once every two years. The Division 
of Security will maintain a list of all 


classification guides in use within the 
NRC and will schedule the reviews. 

c. Each classification guide will be 
approved in writing by the Executive 
Director for Operations and reviewed by 
the Commission prior to issuance. 

Within NRC, classification guides are 
grouped in the following categories: 

(1) Program Classification Guides. 
These guides through specific topical 
terms apply classification policy to a 
particular aspect of the NRC program. 
They frequently involve the mission of 
more than one office or division. Their 
issuance and revision is the 
responsibility of the Director. Division of 
Security, who coordinates with other 
agencies as required. A program guide 
establishes an authoritative frame of 
reference within which more detailed 
local classification guides may be 
prepared. 

The Division of Security (in 
conjunction with appropriate Offices 
and Divisions concerned) determines 
that a program classification guide is 
needed to implement policy in a field of 
work, or that an existing program guide 
requires revision. The preparation of 
program classification guides will be 
coordinated with appropriate offices 
and divisions including the program 
office(s) by the Division of Security. 
Upon approval of the guide by the 
Executive Director for Operations and 
review by the Commission, the Director, 
Division of Security issues it to 
appropriate NRC, NRC contractor and 
other personnel for their use. 

(2) Local Classification Guides. These 
guides are based on program 
classification guides. They provide 
detailed classification guidance for the 
programs or segments of programs 
carried out wholly within the 
jurisdiction of a single organization. 
Local classification guides shall be 
submitted to the Director, Division of 
Security, for approval prior to use and 
publication. 

5. Executive Order 12065. The 
provisions of Executive Order 12065 
apply only to NSI and not to Restricted 
Data or Formerly Restricted Data. 

a. System of Classification, 
Downgrading and Declassification. E.O. 
12065 states that National Security 
Information must be classified as Top 
Secret, Secret or Confidential. The 
definitions of Top Secret, Secret and 
Confidential information are set forth 
therein. Authority to originally classify 
is restricted to agencies concerned with 
national security matters and limited to 
the minimum number of persons 
required for efficient administration. 
Heads of agencies and other personnel 
of agencies authorized to originally 
classify information as Top Secret, 
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Secret or Confidential are specified and 
limited by the order. 

b. Duration of Classification. The E.O. 
provides that at the time of original 
classification, each original 
classification authority must set a date 
or event for declassification no more 
than six years later unless: 

(1) An Original Top Secret authorized 
classifier determines that information 
must be classified for a longer period. In 
such cases a declassification date or 
event, or a date for review to determine 
whether declassification is appropriate, 
must be set. The date or event for 
declassification shall be as early as 
national security permits. In any event, 
this longer period, except for foreign 
government information, can be for no 
more than twenty years. (At the end of 
this twenty years, the Chairman, NRC, 
may extend the classification for an 
additional 10-year period provided: a) 
the category of information has been 
included in a systematic review 
guideline; and b) it is reviewed item-by¬ 
item at the 20-year mark to determine 

w hether continued protection beyond 20 
years is needed. 

(2) The information was originated by 
a foreign government and provided to 
the United States Government under the 
condition that it be held in confidence, 
or the information was produced by the 
United States, in accordance with a 
written joint arrangement with a foreign 
government or international 
organization of governments, requiring 
that either the information or the 
arrangement, or both, be kept in 
confidence. Foreign government 
information must not be assigned a date 
or event for automatic declassification 
unless the date or event is specified or 
agreed to by the originating foreign 
government or originating international 
organization of governments. Foreign 
government information classified after 
the effective date of the order must be 
assigned a date for declassification or 
review for declassification which may 
be up to thirty years from the time the 
information was classified or acquired. 

c. Method of Indication of Extension 
of Classification Beyond Six Years. The 
extension authority is to be used 
sparingly. 

(1) National Security Information. 
Documents and material may be 
classified for longer than six years by: 

(a) A case-by-case determination by 
an official with original Top Secret 
classification authority (which must be 
noted on the face of the document). If 
possible, a date or event for 
declassification or review for 
declassification sooner than twenty 
years should be used. 


(b) A determination by an authorized 
classifier other than an original Top 
Secret classification authority based on 
classification guidance, or a source 
document approved by an original Top 
Secret classification authority. 

Classified documents originated or 
items of material produced may retain 
their classification for more than six 
years, if they contain information which 
an original Top Secret classification 
authority requires to be classified 
beyond that date. 

(c) In each case, covered by (a) or (b), 
the document or item of material will 
show on its face the reason for extended 
classification. The annotation may be 
accomplished either by reference to an 
agency regulation, a classification guide 
or other NRC classification guidance 
that states the reason for extension in 
narrative form or by a narrative 
statement on the face of the document. 
The authorized classifier must sign his 
name to such document and note on the 
document the guide item, or source 
document which authorized the 
extension. 

(2) Restricted Data and Formerly 
Restricted Data are specificplly 
exempted from all automatic 
downgrading and declassification 
procedures of the Executive Order. No 
indication of exemption other than the 
“Restricted Data" or “Formerly 
Restricted Data” marking is necessary. 

d. Citation of Extension Authority: 

(1) Information covered by a 
Classification Guide. In classifying 
information, a document or material 
containing National Security 
Information when an approved guide 
indicates that the contents are subject to 
extended classification pursuant to E.O. 
12065, the document or material should 
be marked with the declassification or 
review date or event indicated in the 
guide. 

The citation of the guide in the 
“Classified by“ line, the signature of the 
authorized classifier in the “Derivative 
Classifier” line, the name of the 
approving official for the guide in the 
“Extended By“ line, and the reason 
given in the guide for the extended 
classification in the “Reason for 
Extension” line are required for all 
extended classification actions. In the 
case of material, where it is not feasible 
to place the data on the item, a record 
maintained by the classifier and 
information furnished by memorandum 
to holders should set forth this 
information. 

(2) Information Not Covered by a 
Guide. If information not covered by an 
approved classification guide is 
involved, an NRC regulation or original 
Top Secret classification authority may 


specifically sanction extended 
classification of a particular document 
or item of material. If an individual 
document or item of material is 
involved, the signature of the Top Secret 
authorized classifier must be obtained 
as authority for extended classification. 

e. Prohibitions on Classification. The 
order prohibits classification to conceal 
violations of law, inefficiency or 
administrative error, to prevent 
embarrassment to a person, 
organization or agency, to restrain 
competition, to limit the dissemination 
of information that is not classifiable 
under the order, or to prevent or delay 
the public release of such information. 

f. Administrative Sanctions: 

(1) Officers and employees of the 
United States Government shall be 
subject to appropriate administrative 
sanctions if they knowingly and willfully 
classify or continue the classification of 
information in violation of E.O. 12065 or 
any implementing directives, or 
knowingly, willfully and without 
authorization disclose information 
properly classified under E.O. 12065 or 
prior E.O.s or compromise properly 
classified information through 
negligence, or knowingly and willfully 
violate any other provision of E.O. 12065 
or an implementing directive. Any such 
conduct is to be considered a violation 
of 10 CFR Part 0 and handled 
accordingly. 

(2) Sanctions may include reprimand, 
suspension without pay, removal, 
termination of classification authority, 
or other sanction in accordance with 
applicable law and agency regulations. 

6. Atomic Energy Act and Energy 
Reorganization Act . The Atomic Energy 
Act of 1954, as amended, in Subsection 
11 defines Restricted Data, and in 
Subsection 142d establishes the basis 
for the concept of Formerly Restricted 
Data. The Act is the basis for the 
determination that all Restricted Data 
and Formerly Restricted Data are 
classified. 

The Atomic Energy Act contains, in 
Sections 141 and 142, a statement of 
policy in regard to declassification of 
Restricted Data, requirements for the 
review of Restricted Data, and removal 
of information from the Restricted Data 
category. The Energy Reorganization 
Act, which created the Energy Research 
and Development Administration (since 
merged into the Department of Energy) 
and the NRC. leaves these provisions in 
effect. 

The U.S. Atomic Energy Commission 
determined that Restricted Data and 
Formerly Restricted Data would be 
classified Top Secret, Secret or 
Confidential. Classification guidance 
presently in existence conveys to 
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authorized classifiers the proper 
classification level to be assigned to 
Restricted Data and Formerly Restricted 
Data. 

7. Determination of Proper 
Classification, a. Levels and Special 
Markings. Classification of information 
includes the determination and 
assignment of the level of sensitivity 
(TS. S. or C), the category of information 
(NSI, RD, FRD) and any special control 
markings which may apply [e.g., 

Warning Notice—Intelligence Sources 
and Methods Involved (WNINTEL)J. 

b. Reason for Classification. Among 
other considerations* the determination 
of whether information is classified and 
the level of classification must be based 
on: (1) the information contained in the 
document, or the information which may 
be revealed by study, analysis, 
observation or use of material; and (2) 
the information the document or 
material may reveal when associated 
with other information, including that 
which the classifier knows is in the 
public domain. 

The determination is based on the 
assumption that any person who has 
access to the document is: (1) highly 
qualified in the particular field, and (2) 
thoroughly familiar with the data that . 
have been treated as unclassified in the 
general subject area. 

8. Responsibilities of Authorized 
Classifiers. Each person possessing 
classification authority, either original 
or derivative, shall be held accountable 
for the propriety of his classification 
actions. Unnecessary classification, 
overclassification, and 
underclassification shall be avoided. 

The responsibilities of authorized 
classifiers are set forth in E.0.12065, 
“National Security Information," 
approved June 28,1978, and its 
implementing directive of October 2, 
1978. Additional policies and procedures 
are also set forth in this Part. 

a. Responsibility for Classification. 
Authorized original classifiers may 
classify information, only up to the 
classification levels for which they have 
been given classification authority. A 
derivative classification authority may 
classify only that information which is 
based on guidance provided by source 
documents or previously issued 
classification guidance. An original 
classification authority may. in addition 
to the above, determine classification in 
cases where no guidance exists, basing 
his decision on experience and program 
knowledge. In both cases, it is the 
responsibility of the authorized 
classifier to determine the level of 
classification which is to be applied to 
official information and to verify, insofar 
as is practical, the currency of 


classification guidance or classification 
level of source documents before 
applying derivative classification. 

b. Responsibility for Unclassified 
Determination. Any authorized classifier 
may determine that an unmarked 
document is, in fact, unclassified. This 
determination is distinctly different from 
a declassification determination 
concerning currently classified 
information (see D. below). He may use 
as guidance the information contained 
in; 

(1) The topics of a local guide or other 
guidance authorized for his/her use: 

(2) Previously declassified documents; 
or 

(3) Documents determined to be 
unclassified by the Division of Security. 

c. Referral to Higher Authority. When 
an authorized classifier is in doubt as to 
whether information is classified, or as 
to the proper level of classification or 
the interpretation of a guide topic or as 
to which topic applies, or is unable to 
resolve the classification or failure to 
classify, he/she should refer the matter 
promptly to the next higher 
classification authority or the Division 
of Security. In cases of unresolvable 
differences of opinion as to 
classification, the Division of Security 
will refer the matter to the NRC 
Classification Review Committee (see d. 
below). During the process of 
determining the proper classification, 
the document shall be marked and 
safeguarded in accordance with the 
procedure for the highest classification 
under consideration. 

d. The NRC Classification Review 
Committee appointed in accordance 
with Section 5-404(b) of E.0.12065 is 
composed of the following members: 

(1) Deputy Executive Director for 
Operations, Chairman (voting). 

(2) Director, Office of Policy 
Evaluation (voting), 

(3) Director of the Office responsible 
for the matter under review (voting). 

(4) Director, Division of Security 
(voting). 

(5) Director, Office of Management 
and Program Analysis (voting). 

(6) Director, Division of Rules and 
Records (voting). 

(7) Executive Legal Director (voting). 

(8) Chief, Information Security Branch, 
Division of Security, Secretary 
(nonvoting). 

A quorum of three voting members 
shall be necessary to transact the 
business of the Committee. A majority 
vote of those members present will 
reflect the views and determinations of 
the Committee on the matters under 
consideration. 


e. The functions of the NRC 
Classification Review Committee are as 
follows: 

(1) The Committee shall act on written 
suggestions and complaints from 
persons with or outside the NRC with 
respect to the administration of the 
classification-declassification and 
downgrading aspects of E.0.12065 and 
its implementing directive within NRC. 
Such suggestions and complaints may 
include those regarding 
overclassification, failure to classify, or 
unusual delays in declassifying 
information and material. 

(2) The Committee will consider cases 
referred to it in writing. Where it finds 
that unnecessary classification or 
overclassification has repeatedly 
ocurred. or in cases of violation of the 
provisions of E.0.12065 or the 
implementing directive, the Committee 
will report to the Executive Director for 
Operations, as required, with 
recommendations for corrective steps to 
be taken. 

(3) The Committee shall exercise the 
authorities and responsibilities 
delegated to it under Appendix A of 10 
CFR Part 9. 

(4) The Committee shall consider any 
other matters that may be referred to it. 

(5) See D.9a. and b and D.lOf. through 
i. below for other functions. 

f. In addition to participating as a 
member of the Classification Review 
Committee, the Director, Division of 
Security, is responsible for carrying out 
decisions of the Executive Director for 
Operations on recommendations 
submitted by the Committee under 
paragraphs e(2), (3), and (5) above. 

9. Responsibilities of Originators of 
Documents, a. Originator who is not an 
authorized classifier. If the originator 
believes that a document originated by 
him/her requires classification or has 
any doubt of the need for classification, 
he/she shall refer the document to an 
authorized classifier for decision. 

If the originator is certain that a 
document is unclassified, he/she need 
not refer it to an authorized classifier 
but will handle it accordingly. 

b. Originator who is an authorized 
classifier. 

(1) Derivative Classification 
Authority. If the document contains 
information covered in classification 
guides or other NRC approved 
classification guidance or is extracted 
from a previously classified document, 
an authorized classifier with derivative 
classification authority may classify the 
document. The derivative classifier 
must, where practicable, verify the 
information's current level of 
classification. If the document contains 
other matter which may require 
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classification, it must be referred to an 
authorized original classifier. 

(2) Original Classification Authority. 
Originator may classify his/her own 
documents and those referred to him/ 
her provided that such action is within 
the authority delegated to him/her. 

10. Identification of Classification 
Authority. Executive Order 12065 
requires classified documents to 
indicate on their face the identity of the 
authorized classifier. 

a. Original Classification Authority. 
An original classifier may assign 
classification to information based on 
classification guidance, extraction or 
derivation of the information from 
previously classified information. 
Additionally, he is authorized to make 
an initial determination that information 
requires classification to protect against 
unauthorized disclosure in the interest 
of national security, and he is required 
to designate the level of classification if 
it is within his delegated authority, or 
his own experience and detailed 
program knowledge. When a classified 
document is originated, the signature of 
the authorized classifier shall be placed 
on the face of the document. 

b. Derivative Classification Authority. 
When a document is classified by a 
derivative classifier, the signature of the 
derivative classifier shall be placed on 
the face of the document. 

c. Classification Determination. The 
authorized classifier assumes full 
responsibility for the classification 
assigned to the document regardless of 
the source of the information. The 
authorized classifier’s signature on the 
face of the document indicates 
acceptance of this responsibility. 

(1) For a document containing only 
classified information extracted or 
drawn from other documents or other 
sources, an authorized classifier, in this 
case either an original or a derivative 
classifier, must assume responsibility for 
the classification of the entire document. 
However, he should assure himself that 
the classification assigned to the 
derivative information is accurate. 

If a document contains only classified 
information extracted or drawn from 
one other document or source, the 
identity of the original classifier as 
shown on the other document or 
identified with the other source may be 
cited in the new document. 

In the case of classified information 
extracted or drawn from more than one 
document, one of which has a higher 
classification than any of the others, the 
new document should be assigned the 
highest classification of the information 
extracted or drawn. This may be the 
classification of the more highly 
classified document unless the new 


document, as a result of the 
incorporation of information from a 
number of sources, requires a still higher 
classification, if the new document, due 
to the sensitivity of the compilation, 
requires a higher classification than any 
of the source documents, this would be 
considered to be an original 
classification determination and must be 
made by an original classifier. If the new 
document does not require a level of 
classification higher than any of the 
source documents a derivative classifier 
may authorize the classification at a 
level equal to the classification of the 
most highly classified source. 

(2) For a document containing 
classified information extracted or 
drawn from other documents and 
additional classified information 
supplied by the originator, classification 
would be accomplished by a derivative 
classifier if the additional information is 
covered in issued classification 
guidance. If it is not covered by such 
guidance, the determination must be 
made by an original classifier. In either 
event, the authorized classifier must 
assume responsibility for the 
classification of the entire document. 
His/her identity should be appropriately 
placed on the document a9 the 
authorized classifier. 

11. Specified Instances, a. Notices of 
Classification and Upgrading: 

(1) A notice that a document 
mistakenly issued as unclassified is in 
fact, classified, or notice that a 
document has been mistakenly 
declassified, must be classified at least 
at the Confidential National Security 
Information level, and must be marked 
to show eligibility for declassification 
six years from origin or sooner, unless 
the notice contains information 
requiring a higher classification, 
contains information that must remain 
classified longer than six years, or 
contains RD or FRD. 

(2) If all copies of a document which 
had been mistakenly issued as 
unclassified or mistakenly declassified 
have been classified or destroyed before 
the declassification date on the notice, 
the notice (unless the content is 
otherwise classified) set forth in (1) 
above shall be declassified immediately 
and action taken to notify holders of the 
notice to this effect. 

(3) Notice that a classified document 
has been upgraded to a more restrictive 
classification may be unclassified 
provided no classified information is 
included in the upgrading notice. 

(4) The fact that a document issued as 
unclassified actually contains classified 
information may not be disclosed over 
unsecured telecommunication circuits 


(e.g., by regular telephone 
conversations). 

b. Downgrading and Declassification 
Notices. Notices that a classified 
document has been declassified or 
downgraded are unclassified unless the 
notices otherwise contain classified 
information. 

c. ADPMatter. Generally, ADP matter 
(e.g.. cards, tapes and disk packs) is 
prepared on the basis of a request, or on 
the basis of information supplied, from 
sources outside the Automatic Data 
Processing (ADP) Center. It is the 
responsibility of the person transmitting 
data to the ADP Center to advise the 
Center as to the classification and 
category of information (NSI. RD or 
FRD) involved, and also to advise as to 
the identify of the classifying official. 
This will guide the Center in protecting 
and marking the data and any derivative 
data such as printouts. If extended 
classification is involved, the person 
transmitting the data to the Center must 
also provide the identify of the 
extending authority and the basis for 
extension. The ADP matter, when 
produced, will be marked, documented 
and controlled consistent with the 
provisions of Parts III and XII of this 
Appendix. 

d. Subjects or Titles. Classified 
subjects or titles may be used on 
documents only when it is not feasible 
to use unclassified titles. Top Secret 
information shall not be included in a 
subject or title. 

e. Classified Documents Furnished to 
other Government Agencies. Classified 
documents furnished by NRC, NRC 
contractors or other personnel 
associated with the NRC program to 
other government agencies, their 
contractors or members of the Armed 
Forces shall be downgraded, 
declassified or transclassified only with 
NRC consent. 

f. Outside Agency Documents. 
Classified outside agency documents 
shall be downgraded, declassified or 
transclassified only after the consent of 
the originating agency or government 
has been obtained. 

g. Information Received from Foreign 
Governments or International 
Organizations. (1) Foreign government 
information shall either retain its 
original classification designation or be 
assigned a United States classification 
designation that shall assure a degree of 
protection equivalent to that required by 
the originating government or 
international organization. 

(2) Any such classified documents 
shall not be declassified or downgraded 
without the consent of the originating 
government or international 
organization. 
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(3) If the foreign classification on such 
documents is in English, no additional 
U.S. classification designation is 
required to be placed on the documents. 

If the classification is in a foreign 
language, an equivalent U.S. 
classification designation will be added. 

h. Documents Where Classification or 
Lack of Classification is Questioned'. 

(1) When a recipient of a document 
questions its classification or lack of 
classification, he shall immediately 
contact the originator to resolve the 
matter. Pending determination of its 
proper classification, the document, 
together with all copies, drafts, 
reproductions, extracts, work sheets and 
the information itself, will be 
safeguarded in accordance with the 
highest classification and category 
which might reasonably be assigned to 
it. 

(2) When such document has been 
distributed outside the originator’s 
function (i.e.. outside an originating 
Headquarters Office or Division, an 
originating Regional Office, or an 
originating contractor facility), the 
originator shall give immediate notice of 
the matter to the Division of Security. 

(3) When such document has not been 
distributed outside the originator’s 
function, but the recipient and the 
originator cannot agree as to the 
classification of the document within 
five working days of the questioning of 
same, the originator shall give 
immediate written notice of the matter 
to the Division of Security. 

(4) The notices to the Division of 
Security will be accompanied by a copy 
of the questioned document, or by 
advice as to where in NRC 
Headquarters a copy can be obtained. 
Any such document transmitted will be 
safequarded consistent with (1) above. 
Notices will include any pertinent 
information then known to the 
originating office, including any 
available information as to the 
distribution of the document or 
information. However, unless authorized 
by the Division of Security, the 
originating office should not go outside 
its own boundaries to acquire 
information for the report. 

(5) The Division of Security will 
determine whether any physically- 
unclassfied document actually is 
classified, or whether a physically- 
classified document is improperly 
classified, and, if so, will effect 
appropriate follow-up action, either 
directly, or through the originating office 
or function. Division of Security follow¬ 
up will include, among other items, 
determination of the cause of failure to 
properly classify a document, the 
applicability of infraction procedures to 


individuals involved, and the 
desirability from the standpoint of 
residual security of the information 
involved, and recovering copies of the 
documents. 

(6) The originating office or function 
and any other functions involved shall 
furnish the Division of Security all 
possible cooperation in these matters, 
but will take no action or make no 
inquiries (such as ascertaining the 
identity of outside recipients of a 
document) beyond the confines of their 
own offices, except as approved by the 
Division of Security. 

12. Conferences and Symposia. A 
times, NRC, NRC contractors, and 
others affiliated with NRC. sponsor or 
participate in conferences and symposia 
which are intended to be unclassified, 
but which relate to sensitive programs 
or installations. To minimize the risk of 
inadvertently revealing classified 
information at such meetings, the 
procedures in a. and b„ below, have 
been established. 

a. Review of Papers. Papers involving 
sensitive programs or installations are 
to be submitted to an NRC authorized 
classifier (see B.3. above) or the Division 
of Security for review prior to 
unclassified use. 

b. Briefings. All NRC and NRC 
contractor personnel, who are to deliver 
briefings which involve sensitive 
programs or installations, shall have the 
text of such briefings reviewed for 
classification by an authorized classifier 
or the Division of Security before they 
are presented. 

13. Publication or Release of 
Documents. Where there is any doubt as 
to whether a document contains NSI, 

RD, or FRD, the author will refer the 
document to the Director, Division of 
Security, or to an NRC authorized 
classifier for classification review. 

a. Review of Documents Prepared by 
NRC Employees, NRC Contractor 
Employees or Other NRC Affiliated 
Personnel. An NRC or NRC Contractor 
employee, or other person associated 
with the NRC program may desire to 
release, as unclassified, information 
relating to his activity. Contracts for 
classified work contain clauses that 
require safeguarding of NSI, RD or FRD. 
These contracts require that proposed 
disclosures, whether in the form of 
documents, visual materials, speeches 
or otherwise, be reviewed by an 
authorized classifier to prevent the 
release of classified information, as well 
as to obtain appropriate review for 
patent clearance. NRC employees and 
other personnel associated with the 
NRC program are under similar 
obligation to protect against the 
unintentional disclosure of classified 


information in conjunction with the 
release of unclassified information. 

b. Review of Documents Submitted by 
Uncleared Authors. Documents 
voluntarily submitted for review by an 
uncleared author who, to the best of the 
reviewers knowledge, has never had 
access to classified data should be 
forwarded to the Division of Security for 
review. If, after review, it is determined 
that the article contains information 
which should be classified, the Division 
of Security shall advise the author, to 
the extent possible within the bounds of 
security, of the reason for the necessity 
for classification and. if possible, take 
action to have the author delete any 
classified information contained in the 
document. In the course of such a 
review, the Division of Security will 
refer the documents to other 
Headquarters Offices and Divisions and 
other Government agencies, as 
appropriate. 

c. Review of Documents Submitted by 
Formerly Cleared Persons or by Authors 
with Active Clearances. Documents 
submitted by formerly *‘Q” or “L” 
cleared persons, by persons with active 
NRC clearances other than those set 
forth in a. above or by persons formerly 
or presently cleared by other 
Government agencies, shall be reviewed 
by an NRC authorized classifier or the 
Division of Security, and the author will 
be required to delete any classified 
information contained in the document 
prior to unclassified publication. 

C. Change of Classification 

Change of classification is the 
determination that higher or lower 
classification applies to a classified 
item. It does not include 
declassification. (See D. for information 
concerning declassification.) 

1. Authority to Change Classification. 
An authorized classifier may change the 
classification of information which he, 
or his predecessors in that position, 
have classified to make it consistent 
with current classification guidance. A 
supervisor of the above official, if he has 
classification authority, may also make 
such changes in such classification. 

2. Automatic Downgrading of 
Documents. Documents containing RD 
or FRD, are exempt from automatic 
downgrading. Documents, other than RD 
or FRD may be determined to be subject 
to automatic downgrading at some date 
prior to their declassification date or 
event if the original authorized classifier 
determines their sensitivity will 
decrease with the passage of time. 

When automatic downgrading 
instructions are placed on the document 
at the time of origin, the document will 
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be downgraded at the assigned date 
with no notice to holders required. 

The custodian shall either downgrade 
his/her copies of the document on or 
after the date specified or assure that 
the documents will be downgraded 
when withdrawn from files. However, if 
the custodian believes that the 
downgrading is inappropriate, he/she 
will refer the matter to the Director, 
Division of Security. 

3. Restricted Data and Formerly 
Restricted Data. Downgrading of 
Restricted Data and Formerly Restricted 
Data may take place only in accordance 
with approved classification guidance, 
e.g., classification guides or bulletins. 

4. Notification of Changes, a. Top 
Secret (TS) Documents. The person 
authorizing the change in classification 
of a TS document (i.e., the TS classifying 
official, his/her successor, or higher 
authority with TS classification 
uuthority] must notify the Division of 
Security, which in turn will notify 
custodians of all copies. 

b. Secret (S) and Confidential (C) 
Documents. The person (i.e., TS, S or C 
classification authority) authorizing the 
change of classification of a Secret or 
Confidential document must notify all 
holders of other copies of the document 
of the change. 

c. Forwarding of Notices. If the 
recipient of a classification change 
notice has forwarded the document to 
another custodian, the change notice 
should be forwarded to the new 
custodian. 

d. Content of Notices. Notices of 
change of classification should identify 
the document as fully as possible, 
stating the title (or a brief description of 
the document), the document number, if 
any. the author, the date of the 
document, the person authorizing the 
change, and the nature and date of the 
change. 

5. Effecting Change of Classification. 
See Appendix 2101, Part III, for 
information to be placed on documents 
on change of classification. 

6. Markings for Transclassification. 

On receipt of notice of 
transclassification (change from RD to 

1 RD or to National Security Information 
(NSI) without declassification), 
custodians shall take the following 
action. They shall line out the RD 
marking and replace it with the FRD 
marking, if transclassified in accordance 
with Subsection 142d of the Atomic 
Energy Act of 1954. If transclassified in 
accordance with Subsection 142e of the 
Act, custodians shall replace the RD 
stamp with the NSI stamp and. in 
addition, the appropriate review or 
declassification marking shall be placed 
on the document. 


D. Declassification 

1. Request for Declassification 
Review. Request for declassification 
review may be sent to the Director, 
Division of Security, U.S. Nuclear 
Regulatory Commission, Washington, 
D.C. 20555. 

2. National Security Information. E.O. 
12065 provides for the declassification of 
NSI as early as national security 
considerations permit, and contains 
further guidance on the subject. 

3. Restricted Data and Formerly 
Restricted Data. Section 142 of the 
Atomic Energy Act describes the ways 
in which information can be removed 
from the RD and FRD categories. 

Any proposed declassification or 
transclassification action in regard to 
RD or FRD documents shall be 
forwarded to the Director, Division of 
Security, who will coordinate the matter 
as necessary with the Department of 
Energy. Declassification of Restricted 
Data and Formerly Restricted Data may 
only take place in accordance with 
approved classification guidance and in 
accordance with the Atomic Energy Act. 

4. Authority to Declassify Documents 
and Material, a. NRC original 
authorized classifiers may declassify 
documents containing National Security 
Information if they made the original 
classification decision and are still in 
the same position, by a successor or by 
a supervising official or either, who is an 
authorized classifier in the same area of 
information. 

b. The Director. Division of Security, 
and the Chief. Information Security 
Branch, of that division are authorized 
to declassify National Security 
Information, in accordance with NRC 
approved policies and guides. 

5. Declassification Notices. When a 
Top Secret document is declassified, the 
person authorizing the declassification 
must notify the Division of Security, 
which in turn will notify custodians of 
all copies. 

When a Secret or Confidential 
document is declassified, the individual 
authorizing the declassification shall 
send a notice of declassification to all 
known holders of the document. These 
notices will normally be unclassified 
unless unusual circumstances require 
the inclusion of classified information in 
the declassification notice. 

6. Method Used in Declassification 
Review. Declassification review may be 
a: 

a. Standard declassification review. 

b. Systematic review under E.O. 

12065. 

c. Review under Freedom of 
Information Act or Privacy Act. 


d. Mandatory review under E.O. 

12065. 

7Standard Declassification Review. 
The following procedure will be used for 
declassification review of documents 
produced as a result of work for the 
NRC. its contractors or other 
organizations associated with the NRC 
program. 

The initiator of a request for 
declassification review of a document, 
which contains NSI, shall transmit two 
copies of the document to be reviewed 
to the authorized classifier responsible 
for the classification, his successor, or to 
a supervisory official of the authorized 
classifier or his successor with authority 
for classification of the level of 
information involved or to the Director, 
Division of Security. All documents 
containing RD or FRD must be 
forwarded to the Director. Division of 
Security, who will be responsible to 
assure that necessary action is taken. 
The authorized classifier, his successor, 
or supervisory official, or Division of 
Security, will forward one copy of any 
document containing patented or 
patentable information to the Executive 
Legal Director, who will reply directly to 
the sender concerning its release from a 
patent viewpoint. The second copy may 
be used, when necessary, to obtain,the 
views of other organizations, including 
other Government agencies or other 
governments. If the views of other 
organizations, including other 
Government agencies or other 
governments, and the evaluation of the 
reviewers) are in agreement that the 
document may be declassified, the 
authorized classifier, his successor, or 
supervisory official, or Division of 
Security, will declassify the document 
ami, after receipt of patent clearance, if 
applicable, will transmit a memorandum 
reflecting the results of such review to 
the initiator. In all cases in which 
unresolved differences of opinion exist 
as to the declassifybility of a document 
originated by NRC or its contractors or 
other personnel associated with the 
NRC program, the final determination 
will be made by the NRC Classification 
Review Committee. Declassification of a 
document containing patented or 
patentable information does not permit 
its release until clearance has been 
obtained from the Executive Legal 
Director by the office proposing the 
release. 

8. Systematic Review Under E.O. 

12065. Classified information 
constituting permanently valuable 
records of the government, as defined by 
44 U.S.C. 2103, and information in the 
possession and control of the 
Administrator of General Services, 
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pursuant to 44 U.S.C. 2107 or 2107 note, 
shall be reviewed for declassification as 
it becomes twenty years old. The review 
will be conducted in accordance with 
NRC guidelines established and 
maintained for such purposes. The 
guidelines shall be kept current through 
a review at least every two years unless 
earlier review for revision is requested 
by the Archivist of the United States. 
These guidelines will state specific, 
limited categories of information which, 
because of their national security 
sensitivity should not be declassified 
automatically, but must be reviewed 
item by item to determine whether 
continued protection beyond twenty 
years is needed. All categories of 
information not covered by the 
guidelines shall be declassified by the 
Archivist or any authorized classifier 
automatically at the end of twenty years 
from the date of original 
declassification. RD. FRD and 
information provided to the United 
States Government by a foreign 
government, or international 
organization of foreign governments, 
with an understanding of confidentiality, 
or information produced by the United 
States, in accordance with a written 
joint arrangement with a foreign 
government or international 
organization of governments requiring 
that the information or arrangement or 
both kept in confidence must be 
reviewed by authorized classifiers on a 
case-by-case basis. RD and FRD must be 
removed from the RD or FRD category 
before it can be declassified. Foreign 
government information shall be 
reviewed by authorized classifiers to 
declassification at the end of thirty 
years but not automatically declassified. 
See D.3. above regarding.Restricted 
Data and Formerly Restricted Data. 

9. Review Under Freedom of 
Information Act or Privacy Act. 
Classification review and other actions 
regarding review of classified 
documents and material, in accordance 
with the Freedom of Information Act (5 
U.S.C. 552) or the Privacy Act (5 U.S.C. 
552a), must be conducted in accordance 
with the provisions of this Part and 
Chapter 0211. 

a. The Director. Division of Security, 
will attempt to resolve disagreements on 
the releasability of information 
requested under the Freedom of 
Information Act or withheld under the 
Privacy Act. 

b. The NRC Classification Review 
Committee will review all appeals for 
records under the Freedom of 
Information or the Privacy Act when a 
proposed denial is based on E.0.12065, 


and the Division of Security is unable to 
resolve the disagreement. 

c. The Committee will review and act 
within ten working days (twenty 
working days for PA requests) upon all 
appeals regarding requests for 
declassification of information and 
material under the FOIA or PA which 
are referred to it. The Committee will 
forward its recommendations to the 
Executive Director for Operations. 

When documents under review are 
Commission documents as opposed to 
Staff documents, the Committee will 
make its recommendations to the 
Commission,. 

d. If there is an FOIA request for 
information originated on or after 
December 1,1978, which carried no 
classification marking (Top Secret. 

Secret or Confidential) at the time the 
request was received, but was 
determined to be classified information 
during the course of FOIA processing, 
that information must be forwarded 
through FOIA channels to the Chairman, 
NRC. for his personal review and 
certification that retroactive 
classification is warranted. In the case 
of an FOIA request for information 
originated prior to December 1,1978, the 
Executive Director for Operations may 
perform this review and certification. 

e. If the NRC receives a request for a 
classified document in its custody which 
was originated by another federal 
agency, it will forward the request to 
that agency for a disclosure 
determination and notify the requester 
of the referral. The originating agency 
should then respond directly to the 
requester. 

f. When a classified document 
requested was originated by NRC but 
contains information provided or 
classified by another federal agency, the 
part of the document provided or 
classified by that agency will be 
referred to that agency for a disclosure 
determination. The other agency should 
respond to NRC which will then notify 
the requester of the resulting 
determinations. 

10. Mandatory Review of Information 
Under Executive Order 12065. a. 
Information classified under E.O. 12065, 
or previous orders which is requested by 
a member of the public, a Government 
employee, or a Government agency 
under the provisions of Section 3-501 of 
E.O. 12065. is subject to a mandatory 
declassification review provided the 
request reasonably describes the 
information. 

(1) Whenever a request does not 
reasonably describe the information 
sought, the requester shall be notified 
that unless additional information is 
provided or the scope of the request is 


narrowed, no further action will be 
undertaken. 

(2) If there is a mandatory review 
request for information which was not 
marked as classified at the time the 
request was received, but was 
determined to be classified in the course 
of the mandatory review processing, the 
procedures for review and certification 
by the NRC Chairman or Executive 
Director for Operations outlined in 
D.9.d. above apply. 

(3) If the NRC receives a request for a 
document in its custody which was 
classified by another agency, it shall 
forward the request to that agency and 
notify the requester of the referral. Upon 
the other agency’s determination of the 
current status of the information, NRC 
will advise the requester of the result. 

(4) If the NRC receives a request for a 
document in its possession which 
contains foreign government 
information, it shall be processed in 
accordance with the provisions of this 
section except that, where applicable, 
coordination with the government or 
international organization concerned 
will be made. 

b. Any person desiring mandatory 
declassification review of NRC 
documents containing NSI. RD or FRD 
should address such requests to the 
Director, Division of Security, U.S. 
Nuclear Regulatory Commission, 
Washington, D.C. 20555. Requests need 
not be made on any special form but 
shall, as specified in the E.O.. describe 
the documents with sufficient 
particularity to enable NRC personnel to 
identify and obtain the documents from 
NRC records without expending more 
than a reasonable amount of effort. 
Charges for services (e.g.. locating and 
reproducing copies of records) will be 
made, when deemed applicable, in 
accordance with NRC regulations and 
will be consistent with charges for 
information requested under the Privacy 
Act, NRC Manual Chapter 0204 or 
Freedom of Information Act, NRC 
Bulletin 0211-4. 

c. The Director, Division of Security, 
will acknowledge receipt of the request. 

d. Every effort will be made to 
complete action on each request within 
thirty days of receipt of the request. If 
action cannot be completed within thirty 
days, the requester shall be so advised 
by the Director, Division of Security, 
along with the reasons for the need for 
additional time. Requests must be acted 
upon within 60 days after receipt. The 
requester will be advised that in 
exceptional circumstances if a decision 
from NRC on his request is not received 
within 60 days from the date of receipt 
of his request by NRC, or from the date 
of the most recent receipt of response to 
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an NRC request for more particulars, 
he/she may apply to the Chairman of 
the NRC Classification Review 
Committee for a decision on his request. 

e. The Director, Division of Security, 
shall determine whether the information 
may be declassified and. if so, make the 
information available to the requester 
unless withholding is warranted for 
some other reason under the provisions 
of applicable law. 

f. In the event the Director, Division of 
Security, determines that requested 
information or matter must remain 
classified under the provisions of E.O. 
12065, or the Atomic Energy Act, 1 the 
requester shall be given prompt 
notification of that decision and shall be 
provided a statement as to why the 
information cannot be declassified. If 
appropriate, classified sections of the 
document will be identified and the 
requester advised that a “sanitized” 
document can be provided with an 
appropriate unclassified description of 
the deleted information. The requester 
shall be advised that he may appeal that 
determination to the NRC Classification 
Review Committee by submitting a 
request for review in writing to the 
Chairman of the Committee in care of 
the U.S. Nuclear Regulatory 
Commission, Washington, D.C. 20555, 
within thirty days after the date of the 
correspondence advising him of the 
denial. Any such requests shall specify 
the reasons why the requester believes 
that the information or material does not 
warrant classification under provisions 
of E.O. 12065. 

g. The NRC Classification Review 
Committee will normally render a 
decision on the matter within thirty days 
of the receipt of a request. If a longer 
period is likely to be required because of 
the need for consultations with other 
agencies or the requester, the requester 
will be advised of the time needed to 
complete review of the matter. The 
Committee shall determine whether 
continued classification is required in 
whole or in part, notify the requester of 
the determination, and make available 
any information that is declassified and 
is otherwise releasable. If continued 
classification is required, the requester 
shall be notified of the reasons. The 
Committee shall also communicate the 
determination on the appeal to any 
government agency which was asked to 
participate in the review. 

h. In the event the Director. Division 
of Security, or the NRC Classification 
Review Committee, determines that the 
information is unclassified, but the 


1 Declassification of Restricted Data and Formerly 
Resinc.ted Data may take place only in accordance 
with D.3. above. 


information appears to be of the type 
exempt from public disclosure as set 
forth in 10 CFR Part 9. the requester 
shall be so notified in writing. 

i. Whenever the NRC Classification 
Review Committee determines that 
information must remain classified, it 
shall notify the requester that, except in 
the case of information subject to the 
provisions of the Atomic Energy Act, he 
may be entitled to appeal that action to 
the Commission. 

11. Privileged Information. 
Declassification of information in 
documentary or other form does not 
necessarily result in publication or 
unlimited dissemination of the 
information involved if it is within the 
exemptions of the Freedom of 
information Act, within the scope of the 
Privacy Act or otherwise not releasable 
under the provisions of Chapter 0211, 
Parts IV or XVI of this appendix. 

E. Data Index System 

1 . Purpose. The Data Index System 
has been designed by the NRC to ensure 
current and accurate information is 
readily available for use by the NRC in 
its reporting responsibility to the 
Information Security Oversight Office 
(ISOO) and in its initial responsibilities 
of conducting an effective classification/ 
declassification program. 

2. Operation of System. Whenever an 
NRC authorized classifier (original or 
derivative) completes a classification 
action, whether it be at the Top Secret, 
Secret, or Confidential level, an NRC 
Form 790, “Classification Record,” must 
be filled out and submitted to the 
Division of Security. 

Each authorized classifier completes 
one Form 790 for each classification 
action taken. 

The authorized classifier submits two 
copies of the Form 790 to the Division of 
Security and retains one copy for his/ 
her files. The Division of Security will 
monitor all Data Index input and 
maintain the system’s records. 

3. Data Index System Reports. The 
Division of Security is responsible, for 
preparing specific reports which are 
based on the information provided by 
the Data Index System and are 
submitted to the ISOO on predetermined 
due dates. Additionally, the Division of 
Security is required to maintain a 
current listing of positions, by 
classification designation, to which 
original classification authority has been 
granted. The reports enable the Division 
of Security to administer the NRC 
Security Program. The Division of 
Security will forward to each Office a 
listing of classified documents not 
subject to automatic declassification so 
that they may be reviewed. 


F. Classification Education 

1 . Initial Classification Indoctrination 
for Authorized Classifiers. Each new 
NRC authorized classifier must 
understand his/her classification 
responsibilities before being given 
authority to classify, declassify and 
downgrade information. Each employee 
who obtains classification authority by 
filling a designated position shall be 
familiarized with the responsibilities of 
his position by another authorized 
classifier or other appropriate personnel 
designated by the Director. Division of 
Security. The indoctrination shall 
include: 

a. a review of Executive Order 12065 
“National Security Information,” the 
implementing directive of October 2, 
1978 and the Atomic Energy Act; 

b. an explanation of classification and 
classified information, including the 
difference between NSI. RD, and FRD 
and the levels of classification; 

c. an explanation of the NRC 
classification organizational structure 
and the channels through which the new 
authorized classifier should refer 
classification questions: 

d. stress of the authorized classifier’s 
responsibility for assuring that 
documents are reviewed for 
classification and declassification; 

e. a review of applicable classification 
guidance. 

If a briefing is conducted, a report by 
the person who conducts it shall be 
forwarded to the Director. Management 
Development and Training Staff, NRC, 
by completion of NRC Form 121, 
“Training Control and Input.” 

2. Follow-up Indoctrination. Within a 
suitable period after entry on duty (not 
to exceed three months), a 
representative of the Division of 
Security or an authorized classifier or 
appropriate personnel designated by the 
Director, Division of Security, will 
communicate with newly authorized 
classifiers, to reemphasize the above 
points, expand on them, as appropriate, 
and explain in detail classification 
guidance covering the employee’s work. 
What constitutes a suitable period will 
depend on the nature of an individual's 
.employment. For example, a newly 
authorized classifier in the safeguards 
field may require such a follow-up 
almost immediately to assure that 
classified information is not 
inadvertently disclosed by him or other 
person under his jurisdiction in writing 
or discussions. 

A report of follow-up indoctrination 
shall be submitted to the Director. 
Management Development and Training 
staff. NRC, as set forth above. 
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3. Continuing Classification 
Education. It is essential that 
classification awareness be maintained 
at a high level. Accordingly. Office and 
Regional Directors shall conduct a 
program to assure continuing awareness 
by authorized classifiers of their 
classification responsibilities and the 
appropriate exercise of these 
responsibilities. 

G. Classification Appraisals 

1. Requirements. The Director, 

Division of Security, is required to keep 
informed of the classification practices 
and procedures of Headquarters Offices 
and Divisions, Regional Offices and 
contractors. This is accomplished 
through the appraisal (see Appendix 
2101, Part I for definition of “appraisal") 
process. 

2. Scope of Appraisals. Classification 
practices and procedures of NRC and 
NRC contractor organizations shall be 
reviewed during an appraisal to 
determine the correctness and 
uniformity of interpretation and 
implementation of NRC classification 
policy and standards. 

3. Content of Appraisals. An appraisal 
should provide data in regard to all of 
the following items which are 
applicable: 

a. Data Regarding Appraiser and Sites 
Appraised. Name and position, title(s) of 
the appraisers), facility (organization) 
visited, persons interviewed, and dates 
involved in the appraisal. 

b. Activity of Management. Activity of 
management in keeping informed of 
current NRC classification policy, as it 
applies to information, projects, 
documents, and material affecting its 
operations. 

c. Educational Program. Activity and 
effectiveness of the educational program 
in the indoctrination and instruction of 
authorized classifiers and other 
individuals in classification standards 
and procedures. The appraisal will 
conform the conduct of classification 
education as specified in F.l, 2 and 3 
above. 

d. Work or Project Classification. 
Stress placed on the necessity for 
establishing the appropriate 
classification of new work or projects in 
the earliest stages of their conception. 

e. Conformity with NRC Classification 
Practices. Conformity of classification 
practices, in the activity appraised, with 
NRC procedures (the data should be 
based on a review of classified and 
unclassified correspondence, records, 
procurement forms, financial reports, 
etc.). 

f. Authorized Classifiers. Appointment 
of appropriate authorized classifiers to 


fill requirements of the activity 
appraised. 

g. Declassification. Appointment of 
appropriate personnel to review 
documents to ensure continued 
classification is warranted and initiate 
declassification action where 
appropriate. 

h. Guidance. Completeness and 
effectiveness of guidance developed for 
classification (appraisal of a prime 
contractor should include the review of 
classification guidance furnished by the 
contractor to subcontractors and of the 
classification practices of the 
subcontractors). 

i. Special Problems. Any special 
classification problems existing in the 
activity appraised. 

j. Recommended Revisions of 
Classification Practices. Statement of 
classification practices not essential or 
contributing to classification programs, 
objectives or simplication of 
classification practices and procedures. 

4. Frequency of Appraisal, a. Factors 
To Be Considered. The activity and past 
performance of the organization to be 
appraised, problem areas and functions 
representing potential trouble spots, and 
the need for information by management 
of the appraising>organization should 
determine the frequency of appraisals. 

b. Intervals. Every function originating 
classified documents frequently should 
be appraised at least once every three 
years unless particular circumstances 
indicate otherwise. Activities originating 
classified documents occasionally may 
be appraised once every five years or at 
longer intervals at the discretion of the 
Director, Division of Security. 

5. Report, a. Content. A written report 
must be prepared following each 
appraisal containing a clear picture of 
classification practices of the 
organization appraised. 

b. Information to Management. As a 
general practice, management of an 
appraised organization should be 
informed of the results of an appraisal 
prior to the preparation of the report. 
Where this is considered inappropriate, 
the discussion will be held with the 
Director of the Headquarters Office or 
Regional Office concerned. 

c. Distribution. Copies of appraisal 
reports of Regional Offices, or 
Headquarters Offices or Divisions or 
their contractors shall be furnished to 
the Director of the Regional Office, 
Headquarters Office or Division 
involved, and to the senior NRC official 
charged with oversight of the 
Information Security Program (EDO). 

6. Follow-up. NRC Offices or Divisions 
or contractors shall take prompt action 
to assure that necessary corrective 
measures are introduced based on 


recommendations contained in the 
report. 

U.S. Nuclear Regulatory Commission; 
Systematic Review Guidelines for National 
Security Information 

Preface 

Restricted Data and Formerly Restricted 
Data (as defined in Sections lly and 142d of 
the Atomic Energy Act. as amended) are 
exempt from the provisions of Executive 
Order 12065 calling for systematic review and 
automatic declassification. 

The marking “Restricted Data" was first 
introduced in 1947 and the marking "Formerly 
Restricted Data" in 1954. Even after those 
dates, due to incorrect markings or failure to 
properly mark them, documents containing 
Restricted Data (abbreviated RD) or Formerly 
Restricted Data (FRD) may not be properly 
marked to clearly signify the presence of such 
information. 

Any document containing information 
falling within the definitions of Restricted 
Data or Formerly Restricted Data (see 
Appendix C, attached) identified during the 
systematic review process as originated by 
regulatory personnel of the Atomic Energy 
Commission (AEC) or of concern to the 
AEC’s regulatory functions and not 
appropriately marked, will be reviewed by 
the Nuclear Regulatory Commission (NRC) 
Division of Security. The Division of Security 
will coordinate with the Department of 
Energy and apply the appropriate markings. 

Foreign government information is not 
included in the guidelines. Information of 
concurrent jurisdiction with or of interest to 
other agencies will be coordinated by NRC 
with those agencies prior to declassification. 

A. Authorization 

Under the provisions of Section 3-402 of 
Executive Order 12065. the U.S. Nuclear 
Regulatory Commission (NRC) authorizes the 
Archivist of the United States to apply these 
guidelines to the review of information 
classified for more than 20 years. These 
guidelines apply only to National Security 
Information (i.e.. not to Restricted Data nor 
Formerly Restricted Data) over which this 
agency has jurisdiction and which has been 
transferred to the General Sendees 
Administration and accessioned into the 
National Archives of the United States. 

These guidelines consequently apply only 
to classified information pertaining to the 
licensing and related regulatory activities of 
the Atomic Energy Commission. Appendix A 
contains a chronology and organization of the 
licensing and regulatory activities of the AEC 
which preceded the NRC. Appendix B is a 
brief functional statement of the NRC's 
responsibilities and jurisdiction to further 
assist in identifying information over which 
the NRC exercises jurisdiction. Appendix C 
contains definitions of terms used in these 
guidelines. 

These guidelines will be reviewed 
biennially to assure they remain current. The 
inclusion of any category in these guidelines 
does not indicate that it will remain 
classified, but only that such information 
must be examined item-by-item by 
specifically designated personnel of the NRC 
prior to declassification. 
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B. Categories of Information Excepted From 
Automatic Declassification 

Information classified for over 20 years in 
any of the following categories, which is 
under the jurisdiction of this agency and 
which has become part of the National 
Archives of the United States, unless marked 
with instructions authorizing automatic 
declassification within 20 years after 
origination, may not be automatically 
declassified but must be reviewed by the 
NRC. 

1. Intelligence information, whether dealing 
with foreign countries or the United States, 
relating to atomic energy matters. 

2 . Nuclear non-proliferation information 
(such as programs and studies related to the 
proliferation of SNM to nonweapon states or 
subnational groups) and programs for the 
control of exports of nuclear materials and 
equipment and transfer of nuclear 
technology. 

3. Information regarding foreign relations. 

4. Information relating to safety or 
safeguarding of foreign government reactors 
or nuclear facilities. 

5. SSNM Measurement Data: The Limit of 
Error on Inventory Differences involving 
Strategic Special Nuclear Material (SSNM) 
which would enable the development of 
current data as to throuhput or unaccounted 
for SSNM at any facility for an individual 
material balance or on a cumulative period 
basis. 

1. Physical protection at facilities 
(production, utilization, research, or fuel 
cycle) including, but not limited to: 

a. The physical security plan for a nuclear 
facility or site. 

b. Specific site "as built" drawings, 
diagrams, sketches, maps, etc., showing the 
identity, together with die location, and/or 
description, of facility features or special 
interest because of their relationship to the 
physical security system that, if revealed, 
could facilitate theft or diversion of special 
nuclear materials or sabotage of a facility. 

c. Government sponsored or required 
evaluation of specific site construction 
features of physical security barriers 
revealing vulnerabilities or limitations which 
could facilitate penetration or by-passing 
physical security barriers or systems. 

d. Scope, conceputal design, and 
construction plan of intrusion and detection 
alarm systems for a nuclear facility or site. 

e. Details of alarm systems installed: 
layout, location and electrical design which, 
if disclosed, could facilitate gaining 
unauthorized access to SSNM, nuclear 
facilities or classified information. 

f. Information, including the effect of 
specific modifications of alarm systems, 
revealing in-place operating capability which, 
if disclosed, would facilitate bypassing such 
systems. 

g. Security-related vulnerability or 
weakness of alarm systems: layout, location, 
and electrical design. 

h. Total quantities of SSNM by designated 
vault and vault type storage areas. 

i. Contigency plans for response to a 
specific threat, e.g., disposition, armament or 
planned response of security forces, including 
number of personnel responding to specific 
incidents. 


j. Government-sponsored or required 
evaluations of security systems revealing 
vulnerabilities or limitations in physical 
security measures, operating procedures, or 
personnel capabilities. 

k. Detailed reports of attempted or 
successful penetrations of nuclear facilities 
and attempted or successful diversion or theft 
of special nuclear material within or from a 
nuclear facility or sabotage within a nuclear 
facility or in connection with SNM shipments. 

7. Diversion or sabotage vulnerability 
studies: 

a. Scenarios involving thefts, diversion, or 
sabotage at specific sites or on specific routes 
used in the shipment of formula or greater 
quantities of SSNM. 

b. Evaluation of scenarios involving theft, 
diversion, or sabotage in such cases. 

c. Diversion path or vulnerability analysis 
of specific sites or routes in such cases. 

8. Plans for response to threats: 

a. Vulnerabilities of specific facilities. 

b. Specific threat levels against which 
licensees can or cannot protect. 

c. External and internal threat levels which 
are used as a part of a sensitivity analysis of 
a security system to threats in that system. 

9. Specific performance capabilities or 
vulnerabilities of systems, subsystems, 
materials, equipment or processes in 
Research, Development, Testing and 
Evaluation for new or improved safeguards: 

a. Information revealing a vulnerability 
which would significantly assist the by-pass 
or defeat of the integrated safeguards system 
actually installed (or planned to be installed) 
at a specific facility or in the transportation 
system. 

b. Information about a characteristic or 
feature that meets all of the following criteria: 
(1) it would significantly delay the by-pass or 
defeat or an operational application, and (2) 
its presence in an operational configurement 
and application would not be reasonably 
expected or predicted. 

C. Agency Assistance to the National 
Archives 

This agency has designated experienced 
personnel to guide and assist National 
Archives personnel in identifying and 
separating documents and specific 
information contained in documents that 
require continued protection. These NRC 
personnel are also authorized to declassify 
categories of information exempt from 
automatic declassification (listed in the 
preceding section), if it is determined that 
they no longer require protection and to make 
recommendations for maintaining protection 
of information requiring continued 
classification. Questions regarding 
classification or declassification of 
documents should be referred to Raymond J. 
Brady. Director. Division of Security, on (301) 
427-4472. 

Appendices 

A. Chronology & Organization of Regulatory 

Process of the AEC 

B. NRC Functional Statement 

C. Definitions 


Appendix A—Chronology and Organization 
of Regulatory Process of the U.S. Atomic 
Energy Commission 

The purpose of this Appendix is to furnish 
a brief chronology of the regulatory process 
and regulatory organization of the U.S. 
Atomic Energy Commission (AEC) and the 
jurisdiction of the U.S. Nuclear Regulatory 
Commission (NRC), as provided by statute, to 
Jirovvie a better understanding and more 
meaningful review by the National Archives 
of information at least 20 years old. 

The AEC existed from January 1,1947, to 
January 19,1975. On that date, in accordance 
with the Energy Reorganization Act of 1974, 
the licensing and related regulatory functions 
were divorced from the developmental 
functions (e.g.. research and development, 
military and production activities) and 
promotional functions. NRC was established 
by the Act to handle the licensing and 
regulatory functions which were formerly 
part of the activities of the Atomic Energy 
Commission. The Energy Research and 
Development Administration (ERDA). since 
integrated into the Department of Energy 
(DOE), was given responsibility for the 
performance of the other functions. 

NRC derives its powers from, among other 
sources, statutes (e.g., the Energy 
Reorganization Act of 1974 and the Atomic 
Energy Act of 1954, as amended) and from 
executive orders (e.g.. Executive Orders 
10450.10865 and 12065) and related 
directives. 

The chronology of the principal AEC 
organizational developments relating to the 
regulatory program is as follows: 

August 1.1946. Atomic Energy Act 
authorized AEC to issue regulations and 
licenses for the control of specified atomic 
energy materials and facilities. 

December 13.1946. Atomic Energy 
Commission assumed responsibility for the 
Atomic Energy Program. 

March 1947. AEC's New York Operations 
Office was designated to administer source 
material licensing regulations. 

Fall 1947. Reactor Safeguard Committee 
was established by the Commission to advise 
on the hazards of reactor operations. 

November 1947. AEC established 
Production Facilities Control Branch in 
Headquarters to administer new 10 CFR Part 
50 (production and utilization facility 
licenses). 

January 1948. Permanent Advisory 
Committee on Isotope Distribution (replacing 
interim Manhattan Engineering District 
Committee) was formed. 

Winter 1951. AEC appointed Industrial 
Committee on Reactor Location Problems. 

November 1952. AEC’s Production 
Facilities Control Branch was renamed 
Licensing Controls Branch and assumed 
responsibility from the New York Operations 
Office for the administration of source 
material licensing regulations. 

August 9,1953. Advisory Committee on 
Reactor Safeguards was established by 
merging the Reactor Safeguards Committee 
and the Advisory Committee on Reactor 
Location Problems. 

October 1 . 1954. Division of Inspection was 
activated pursuant to the Atomic Energy Act 
of 1954. 
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March 22.19S5. Division of Licensing 
(renamed the Division of Civilian Application 
in June 1955) was established to administer 
licensing and related responsibilities under 
the 1954 act. 

April 8.1955. Reactor Hazards Evaluation 
Staff was organized in the Office of the 
General Manager. 

August 1956 to February 1957. AEC 
Operations Offices (including Albuquerque. 
Chicago. Hanford, Idaho, New York, Oak 
Ridge. San Francisco and Savannah River 
Operations Offices) assumed delegated 
authority to perform compliance inspection of 
byproduct and source material licensees. 

December 26.1957. Regulatory functions of 
the Division of Civilian Application was 
transferred to the Division of Licensing and 
Regulation. 

August 1.1958. AEC established Office of 
Hearing Examiner. 

September 12,1959. Office of Health and 
Safety was established. 

November 13.1959. Position of Assistant 
General Manager for Regulation and Safety 
was established. 

May 26.1960. Division of Compliance was 
activated, assuming on August 1,1960. 
responsibility for inspection of licensed 
materials and reactors. 

The regulatory function in the AEC was 
exercised under the policy direction of the 
Commission (five Commissioners) and 
operational direction of the General Manager 
and Assistant General Manager for 
Regulation and Safety. The Office of General 
Counsel. Divisions of Civilian Application, 
Compliance, Licensing, Licensing and 
Regulation, and Inspection and the AEC field 
offices were the principal additional 
organizations involved in the execution of the 
regulatory function. A number of these 
organizations, although they had functions 
related to the regulatory program, also had 
functions subsequently assumed by DOE. 
Records held by these organizations, when 
they were part of the AEC, In certain cases 
were destroyed, but in various instances 
were retained and their custody transferred 
to NRC or DOE. Since the creation of the 
NRC. the NRC Division of Security has 
exercisecithe classification function of the 
regulatory aspects of the atomic energy 
program, previously performed by the AEC 
Division of Classification. 

The Atomic Energy Act provides the legal 
basis for the AEC regulatory program, i.e., the 
Commission regulation of civilian atomic 
energy activity. The Act establishes a 
comprehensive system of licensing controls. 
The facility (e.g., reactor) licensing provisions 
of the statute are. for the most part, contained 
in Sections 101-110. The Commission 
authority to issue a license for the use and 
transfer of special nuclear material, source 
material, byproduct material, production or 
utilization facilities, as set forth in the Act, is 
described below. 

The following types of licenses are 
required under the Act: 

a. Special nuclear material. License to 
receive, possess, use and transfer special 
nuclear material, as provided in Sections 53 
and 57a for use under commercial licenses 
pursuant to Section 103; for the conduct of 
research and development activity or in 


medical therapy, under noncommercial 
licenses pursuant to Section 104; and for 
other appropriate uses. 

Source material. License to transfer, 
deliver, receive; possess, import, or export 
source materials after removal from the place 
of deposit in nature, as provided in Sections 
62 and 63 for use in the conduct of research 
and development activities under Section 31; 
for use under commercial licenses pursuant 
to Section 103; for use in research and 
development activities or in medical therapy 
under noncommercial licenses pursuant to 
Section 104; or for “any other use approved 
by the Commission as an aid to science or 
industry.” 

c. Byproduct material. License to transfer, 
receive, manufacture, produce, acquire, own, 
possess, import, or export byproduct 
material, as provided in Sections 81 and 82. 
for use in research and development, medical 
therapy, industrial uses, agricultural uses, or 
“such other useful applications as may be 
developed.” 

d. Commercial utilization or production 
facility. License for commercial utilization or 
production facility as provided in Sections 
101,102 and 103. 

e. Noncommercial utilization or production 
facility. License for noncommercial utilization 
or production facility as provided in Sections 
101 and 104 for medical therapy, research and 
development activities for industrial or 
commercial purposes, and research and 
development activities for noncommercial 
purposes. 

f. Construction permit. Construction permit 
for construction prior to licensing, or 
alteration after licensing, of utilization or 
production facility licensed under Sections 
103 and 104, as provided in Section 185. 

g. Operator’s license. License to 
individuals, as provided in Section 107, as 
operators of various classes of utilization or 
production facilities under the act. 

Appendix B—United States Nuclear 
Regulatory Commission Functional Statement 

The Nuclear Regulatory Commission (NRC) 
licenses and regulates the uses of nuclear 
energy to protect the public health and safety 
and the environment. It does this by licensing 
persons and companies to build and operate 
nuclear reactors and to own and use nuclear 
materials. The NRC makes rules and sets 
standards for these types of licenses. The 
NRC also carefully inspects the activities of 
the persons and companies licensed to ensure 
that they do not violate the safety rules and 
safeguards established by the Commission. 

The Nuclear Regulatory Commission was 
established as an independent regulatory 
agency under the provisions of the Energy 
Reorganization Act of 1974 (88 Stat. 1242; 42 
U.S.C. 5841) and Executive Order 11834. 
Transferred to the NRC were all licensing 
and related regulatory functions formerly 
assigned to the Atomic Energy Commission. 
The Atomic Energy Act of 1954 (68 Stat. 919; 
42 U.S.C. 2011 et seq), as amended, sets forth 
these functions. 

The major program components of the NRC 
are the Office of Nuclear Reactor Regulation, 
the Office of Nuclear Material Safety and 
Safeguards, and the Office of Nuclear 
Regulatory Research, which were created by 


the Energy Reorganization Act of 1974; plus 
the Commission-created Office of Standards 
Development and Office of Inspection and 
Enforcement. Headquarters offices are 
located in Washington. D.C.. Bethesda. Md.. 
and nearby areas, and Regional Offices are 
located in five domestic areas (King of 
Prussia, Pennsylvania, Atlanta. Georgia, Glen 
Ellyn, Illinois; Arlington, Texas; and Walnut 
Creek, California). 

The Division of security is responsible for 
classification and declassification of national 
security information within the NRC, NRC 
contractors and other NRC affilated 
organizations, i.e., to assure that it takes 
place in accordance with the provisions of 
Executive Order 12065 and National Security 
Council directives, providing classification 
assistance as required to NRC. NRC 
contractors and other personnel. 

Programs and Activities 

NRC fulfills its responsibilities through a 
system of licensing and regulation. This 
system includes, among other things: 
licensing the construction, operation, export 
and import of nuclear reactors and other 
nuclear facilities and the possession, use, 
processing, transport, handling and disposal 
of nuclear materials; export, import, and 
regulation of licensed activities including 
assurance that measures are taken for the 
physical protection of facilities and materials; 
development and implementation of rules 
and regulations governing licensed nuclear 
activities; conduct of public hearings on 
radiological safety, environmental, common 
defense and security and antitrust matters, 
and the development of effective working 
relationships with the States regarding the 
regulation of nuclear materials. This 
relationship includes the assurance that 
adequate regulatory programs are maintained 
by those States which exercise, by agreement 
with the Commission, regulatory control over 
certain nuclear materials within their 
respective borders. Inspection of NRC 
licensed activities is carried out from the five 
regional offices. 

The Commission also contracts for 
research deemed necessary for performing 
licensing and related regulatory functions. 

The Nuclear Regulatory Commission’s 
purpose is to assure that the civilian uses of 
nuclear materials and facilities are conducted 
in a manner consistent with the public health 
and safety, environmental quality, common 
defense and security, national security, and 
the antitrust laws. 

Appendix C—Definitions Used in Guidelines 

1 . Formerly Restricted Data—classified 
information related primarily to the military 
utilization of atomic weapons, removed by 
the Atomic Energy Commission, the Energy 
Research and Development Administration or 
the Department of Energy from the Restricted 
Data category pursuant to section 142d. of the 
Atomic Energy Act of 1954, as amended, and 
safeguarded as National Security 
Information, subject to the restrictions on 
transmission to other countries and regional 
defense organizations that apply to 
Restricted Data. 

2. Fuel Cycle—construction and operation 
of facilities for uranium milling, uranium 
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hexaflouride conversion, fuel processing and 
fabrication, "spent" fuel storage and "spent*’ 
fuel reprocessing. 

3. Inventory Difference (ID)—the algebraic 
difference between a physical inventory and 
its concomitant book inventory after 
determining that all known removals and 
additions have been reflected in the book 
inventory. It is calculated by subtracting 
ending inventory plus removals from 
beginning inventory plus additions to 
inventory. 

4. National Security Information (NSI)— 
information or material that is owned by. 
produced for or by, or under the control of the 
United States Government, and that has been 
determined pursuant to Executive Order 
12065. or prior Executive Orders, to require 
protection against unauthorized disclosure, 
and that is so designated. 

5. Nuclear Facility—any facility for 
originating, producting, using, shipping, 
receiving or storing formula quantities of 
SSNM.*- 

6. Physical Security Plan—a specific site 
document (or group of documents) that 
provides a comprehensive description of the 
measures employed for the physical 
protection of nuclear facilities and materials 
against sabotage, theft, or diversion of SNM. 

7. Production Facility—means: 

1. Any nuclear reactor designed or used 
primarily for the formation of plutonium or 
uranium-233: or 

2. Any facility designed or used for the 
separation of the isotopes of uranium or the 
isotopes of plutonium, except laboratory 
scale facilities designed or used for 
experimental or analytical purposes only; or 

3. Any facility designed or used for the 
processing of irradiated materials containing 
special nuclear material, except: 

(i) labortory-scale facilities designed or 
used for experimental or analytical purposes: 

(ii) facilities in which the only special 
nuclear materials contained in the irradiated 
material to be processed are uranium 
enriched in the isotope U-235 and plutonium 
produced by the irradiation, if the material 
processed contains not more than 10“ 4 grams 
of plutonium per gram of U-235 and has 
fission product activity not in excess of 0.25 
miilicurie8 of fission products per gram of U- 
235: and 

(iii) facilities in which processing is 
conducted pursuant to a license issued under 
Title 10 Code of Federal Regulations Chapter 
1. Parts 30 and 70, or equivalent regulations 
of an Agreement Stale, for the receipt, 
possession, use. and transfer of irradiated 
special nuclear material, which authorizes 
the processing of the irradiated material on a 
batch basis for the separation of selected 
fission products and limits the process batch 
to not more than 100 grams or uranium 
enriched in the isotope 235 and not more than 
15 grams of any other special nuclear 
material. 

8. Restricted Data fRD) — defined in the 
Atomic Energy Act of 1954, as amended, as 
“all data concerning (1) design, manufacture, 
or utilization of atomic weapons: (2) the 


* Formula quantities -5.000 grams or more 
computed by the formula, grams = (grams contained 
U-235) t- 2.5 (grams U-233 -f grams plutonium) 


production of special nuclear material: or (3) 
the use of special nuclear material in 
production of energy: but shall not include 
data declassified or removed from the 
Restricted Data category pursuant to Section 
142." 

9. Safeguards—A system of physical 
protection, accountability and material 
control measures designed to deter, protect 
against, detect and respond to theft 
(unauthorized possession and use) of nuclear 
materials as well as physical protection 
measures designed to protect against and 
deter sabotage of activities involving such 
materials. In practice, it is the development 
and application of techniques and procedures 
dealing with the establishment and continued 
maintenance of a system of activities 
including physical protection, knowledge of 
the presence, location and use of nuclear 
materials and administrative controls and 
surveillance to assure that procedures and 
techniques of the system are effective and are 
being carried out. 

10. Special Nuclear Material (SNM)—(1) 
plutonium, uranium-233, uranium enriched in 
the isotope-233 or in the isotope-235, and any 
other material which the Commission, 
pursuant to the provisions of Section 51 of the 
Atomic Energy Act, as amended, determines 
to be special nuclear material, but does not 
include source material; or (2) any material 
artificially enriched by any of the foregoing 
but does not include source material. 

11. Strategic Special Nuclear Material 
(SSNM)—uranium-235 (contained in uranium 
enriched to 20 percent or more in the U-235 
isotope), uranium-233, or plutonium. 

12. Utilization Facility—any nuclear reactor 
other than one designed or used primarily for 
the formation of plutonium or U-233. 

|FR Doc. 79-28211 Piled 9-10-79: 8:45 amj 
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NUCLEAR REGULATORY 
COMMISSION 

Study of Nuclear Power Plant 
Construction During Adjudication; 
Meetings 

The next meeting of the Nuclear 
Regulatory Commission’s advisory 
committee on nuclear powerplant 
construction during adjudication 
previously announced (44 FR 51384) as 
being scheduled to be held at 9:30 a.m. 
Friday. September 7,1979. in Room 415, 
East West Towers. 4350 East West 
Highway, Bethesda, Maryland has been 
rescheduled for Friday, September 14, 
1979 at the same time and place. 
Following that meeting, the next study 
group meeting will be held on Friday, 
September 28,1979 at the same time and 
place. At those meetings the group will 
continue drafting its final report to the 
Commission which is due November 1, 
1979. 

Members of the public are invited to 
attend the group’s meetings and there 
will be a limited amount of time 
available during each meeting for 
members of the public to make oral 


statements to the study group. Written 
comments, addressed to the Secretary of 
the Commission, United States Nuclear 
Regulatory Commission. Washington. 
DC. 20555. Attention: Docketing and 
Service Branch, will be accepted for one 
week after each meeting. The Chairman 
of the study group is empowered to 
conduct the meeting in a manner that, in 
his judgment, will facilitate the group’s 
work, including, if necessary, continuing 
or rescheduling meetings to another day. 

A file of documents relevant to the 
group’s work, including a complete 
transcript of each meeting, memoranda 
exchanged between group members, 
public comments and other documents, 
is available for inspection and copying 
at the Commission's Public Document 
Room at 1717 H Street, NW., 

Washington, DC, 20555. The Secretary of 
the NRC maintains a mailing list for 
persons interested in receiving notices 
of the group’s meetings and actions. 
Anyone wishing to be on that list should 
write to: Secretary of the Commission, 
Nuclear Regulatory Commission, 
Washington, DC, 20555, Attention: 
Docketing and Service Branch. 

The study group will provide its final 
report to the Commission by November 
1,1979. For further information on the 
study group's mission, please call 
Stephen S. Ostrach. Office of the 
General Counsel, Nuclear Regulatory 
Commission, 202/634-3224. 

Dated at Washington. DC, this 31sl day of 
August, 1979. 

Gary Milhollin. 

Chairman. 

(FR Doc. 79-28192 Filed 9-10-79:845 um| 
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[Docket Nos. 50-400, 50-401, 50-402 and 
50-4031 

Carolina Power & Ught Co. Availability 
of Supplemental Initial Decision of the 
Atomic Safety and Licensing Board for 
Shearon Harris Nuclear Power Plant, 
Units 1, 2, 3, and 4 and Issuance of 
Amendment to Construction Permits 

Pursuant to the issuance on July 13, 
1979 of a Supplemental Initial Decision 
(Construction Permit) by the Atomic 
Safety and Licensing Board the U.S. 
Nuclear Regulatory Commission 
(Commission) has issued Amendment 
No. 1 to Construction Permit Nos. CPPR- 
158, CPPR-159, CPPR-160 and CPPR- 
161. 

Amendment No. 1 adds an additional 
condition to the construction permits 
issued on January 27,1978 to the 
Carolina Power & Light Company for 
construction of the Shearon Harris 
Nuclear Power Plant, Units 1. 2, 3, and 4 
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located about 20 miles southwest of 
Raleigh, North Carolina in Wake and 
Chatham Counties. The amended 
permits are effective as of their date of 
issuance. 

The Supplemental initial Decision is 
available for inspection by the public in 
the Commission’s Public Document 
Room at 1717 H Street, NW.. 
Washington, D.C. and in the Wake 
County Library, 104 Fayetteville Street, 
Raleigh, North Carolina 27601. 

The Commission has made 
appropriate findings as required by the 
Atomic Energy Act of 1954, as amended 
(the Act), and the Commission’s 
regulations in 10 CFR Chapter 1, which 
are set forth in the amended 
construction permits. 

A copy of (1) the Supplemental Initial 
Decision (Construction Permit); and (2) 
the amended construction permits may 
be obtained upon request addressed to 
the U.S. Nuclear Regulatory 
Commission, Washington, D.C. 20555, 
Attention: Director, Division of Project 
Management, Office of Nuclear Reactor 
Regulation. 

Dated at Bethesda, Maryland this 31st day 
of August. 1979. 

For the Nuclear Regulatory Commission 
Olan D. Parr, Chief 

Light Water Reactors Branch No. 3. Division 
of Project Management. 

ire Doc 79-28194 Filed 9-10-79: 845 «n| 
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[Docket No. 50-1551 

Consumers Power Co.; Establishment 
of Atomic Safety and Licensing Board 
To Preside in Proceeding 

Pursuant to delegation by the 
Commission dated December 29,1972, 
published in the Federal Register (37 
F.R. 28710) and Sections 2.105, 2.700. 
2.702. 2.714. 2.714a. 2.717 and 2.721 of the 
Commission’s Regulations, all as 
amended, an Atomic Safety and 
Licensing Board is being established in 
the following proceeding to rule on 
petitions for leave to intervene and/or 
requests for hearing and to preside over 
the proceeding in the event that a 
hearing is ordered. 

Consumers Power Company (Big Bock 
Point Plant) Facility Operating License 
No. DPR-6. 

This action is in reference to an Order 
published by the Commission on July 23, 
1979, in the Federal Register (44 F.R. 
43126-27) entitled “Consumers Power 
Co.; Proposed Issuance of Amendment 
to Facility Operating License". 

The Chairman of this Board and his 
address is as follows: Herbert 


Grossman, Esq., Atomic Safety and 
Licensing Board Panel, U.S. Nuclear 
Regulatory Commission, Washington, 
D.C. 20555. 

The other Members of the Board and 
their address are as follows: Dr. Oscar 
H. Paris, and Mr. Frederick J. Shon, 
Atomic Safety and Licensing Board 
Panel, U.S. Nuclear Regulatory 
Commission. Washington, D.C. 20555. 

Dated at Bethesda, Maryland, this 31st day 
of August 1979. 

Robert M. Lazo, 

Acting Chairman, Atomic Safety and 
Licensing Board Panel. 

(FR Doc. 79-28195 Filed 9-10-79. 8:45 umj 
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[Docket Nos. 50-250-SP and 50-251-SP] 

Florida Power and Light Co. (Turkey 
Point Nuclear Generating Units Nos. 3 
and 4) Facility Operating Licenses Nos. 
DPR-31 and DPR-41; Reconstitution of 
Board 

Dr. David B. Hall was a member of the 
Atomic Safety and Licensing Board for 
the above proceeding. Dr. Hall has 
recused himself from further service on 
this Board. 

Accordingly. Dr. Emmeth A. Luebke, 
whose address is Atomic Safety and 
Licensing Board Panel, U.S. Nuclear 
Regulatory Commission, Washington, 
D.C. 20555, is appointed a member of 
this Board. Reconstitution of the Board 
in this manner is in accordance with 
Section 2.721 of the Commission’s Rules 
of Practice, as amended. 

Dated at Bethesda. Maryland, this 5th day 
of September 1979. 

Robert M. Lazo, 

Acting Chairman , Atomic Safety and 
Licensing Board Panel. 

(FR Doc. 79-28196 Filed 9-10-79,8:45 em| 
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(Docket No. 50-331] 

Iowa Electric Light and Power Co., et 
al., Issuance of Amendment to Facility 
Operating License 

The U.S. Nuclear Regulatory 
Commission (the Commission) has 
issued Amendment No. 54 to Facility 
Operating License No. CPR-49 issed to 
Iowa Electric Light and Power Company, 
Central Iowa Power Cooperative, and 
Corn Belt Power Cooperative, which 
revised the Technical Specifications for 
operation of the Duane Arnold Energy 
Center, located in Linn County, Iowa. 
The amendment is effective as of its 
date of issuance. 

The amendment will; (1) Modify the 
scram insertion time specifications to 
provide for a faster scram than currently 


assumed and to be more restrictive than 
the current specification, (2) modify the 
specification on operating limit 
minimum critical power ratios, based 
upon the faster scram, to be less 
restrictive than the current specification. 

The application for the amendment 
complies with the standards and 
requirements of the Atomic Energy Act 
of 1954, as amended (the Act), and the 
Commission’s rules and regulations. The 
Commission has made appropriate 
findings as required by the Act and the 
Commission's rules and regulations in 10 
CFR Chapter I, which are set forth in the 
license amendment. Prior public notice 
of this amendment was not required 
since the amendment does not involve a 
significant hazards consideration. 

The Commission has determined that 
the issuance of this amendment will not 
result in any significant environmental 
impact and that pursuant to 10 CFR 
Section 51.5(d)(4) an environmental 
impact statement or negative 
declaration and environmental impact 
appraisal need not be prepared in 
connection with issuance of this 
amendment. 

For further details with respect to this 
action, see (1) the application for 
amendment dated December 27,1978. as 
supplemented May 23,1979, August 15, 
1979 and August 17,1979. (2) 
Amendment No. 54 to License No. DPR- 
49, and (3) the Commission’s related 
Safety Evaluation. All of these items are 
available for public inspection at the 
Commission’s Public Document Room, 
1717 H Street, N.W., Washington, D.C. 
and at the Cedar Rapids Public Library, 
426, Third Avenue. S.E., Cedar Rapids. 
Iowa 52401. A copy of items (2) and (3) 
may be obtained upon request 
addressed to the U. S. Nuclear 
Regulatory Commission, Washington, 
D.C. 20555, Attention: Director, Division 
of Operating Reactors. 

Dated at Bethesda. Maryland this 4th day 
of September 1979. 

For the Nuclear Regulatory Commision. 

Thomas A. Ippolito, 

Chief. Operating Reactors Branch No. 3. 
Division of Operating Reactors. 

(FR Doc. 79-28197 Fil«d 9-10-79: 8:45 urn] 
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[Docket No. 50-331) 

Iowa Electric Light & Power Co. 
(Duane Arnold Energy Center); 
Request for Action 

Notice is hereby given that by petition 
dated July 17,1979, Citizens United for 
Responsible Energy requested that 
proceedings be instituted to modify the 
license of the Duane Arnold Energy 
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Center so that a limiting condition of 
operation be compliant with General 
Electric Company recommendation 
NEDO-23031, “BWR Coolant Oxygen 
Control". This petition is being treated 
as a request for action under 10 CFR 
2.200 of the Commission’s regulations, 
and accordingly, action will be taken on 
the petition within a reasonable time. 

Copies of the petition are available for 
inspection in the Commission’s Public 
Document Room at 1717 H Street, N.W., 
Washington. D.C. 20555 and in the local 
public document room at the Cedar 
Rapids Public Library, 428 Third 
Avenue, S.E., Cedar Rapids, Iowa 52401. 

Dated at Bethesda, Maryland this 29th day 
of August, 1979. 

For the Nuclear Regulatory Commission. 
Harold R. Denton, 

Director. Office of Nuclear Reactor 
Regulation. 

[FR l)oc 79-23198 Filed 9-10-79: 8:45 am| 
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DEPARTMENT OF STATE 

Agency for International Development 

Research Advisory Committee; 

Meeting 

Pursuant to Executive Order 11769 
and the provisions of Section 10(a) (2), 
P.L 92-463, Federal Advisory Committee 
Act, notice is hereby given of the A.I.D. 
Research Advisory Committee meeting 
on October 29-30,1979 at the Pan 
American Health Organization Building, 
23rd Street and Virginia Avenue, N.W., 
Conference Room ‘C’ to review, appraise 
and make recommendation to the 
Administrator. Agency for International 
Development, concerning projects 
proposed for A.I.D. central research 
funding in the fields of food and 
nutrition, health and population, 
education and selected development 
problems. 

The meeting will begin at 9:00 a.m. 
and adjourn at 5:30 p.m. each day. The 
meeting is open to the public. Dr. 

Miloslav Rechcigl, Jr., Chief of Research 
and Methodology Division, Bureau for 
Development Support, is designated as 
the A.I.D. representative at the meeting. 

It is suggested that those desiring more 
specific information, contact Dr. 

Rechcigl, 1601 N. Kent Street, Arlington, 
Virginia 22209 or call area code (202) 
235-9011. 

Dated: August 27,1979. 

Miloslav Rechcigl, 

M.D. Representative, Research Advisory 
Committee. 

IFR Due. 79-28139 Filed 9-10-79; 8:45 am] 
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DEPARTMENT OF THE TREASURY 

Internal Revenue Service 

Privacy Act of 1974; Proposed 
Revisions of Several Systems of 
Records 

agency: Department of the Treasury, 
Internal Revenue Service 
action: Proposed Revised Systems of 
Records 

summary: Pursuant to the requirements 
of the Privacy Act of 1974 (5 U.S.C. 

552a), Department of the Treasury, 
Internal Revenue Service, gives notice of 
the proposed revisions to Treasury/IRS 
systems of records entitled Individual 
Master File (IMF) #24.030, Taxpayer 
Delinquent Accounts (TDA) #26.019, 
Taxpayer Delinquent Investigation (TDI) 
Files #26.020, Audit Information 
Management System (AIMS) #42.008, 
and File of Persons Making Threats of 
Force or Forcible Assaults §26.005. A 
new system report was filed with the 
Office of Management and Budget, the 
Speaker of the House and the President 
of the Senate. 

dates: Comments must be received on 
or before 30 days from the date of this 
publication. 

addresses: Office of Assistant 
Commissioner (Inspection), Internal 
Revenue Service, 1111 Constitution 
Avenue. N.W., Washington. D.C. 20224. 

FOR FURTHER INFORMATION CONTACT: 

Mr. William E. Mulroy, Director, Internal 
Security Division, Office of Assistant 
Commissioner (Inspection), Internal 
Revenue Service. Washington. D.C. 
20224, (202) 560-4564. 

Dated: August 24.1979. 

W. J. McDonald, 

Assistant Secretary (Administration). 

The following systems, as last 
published in 43 FR 42661, 42662. 42665, 
42666, and 42678 are amended to read as 
follows: 

Treasury/IRS 24.030 
SYSTEM NAME: 

Individual Master File (IMF’): Data 
Services-Treasurer/IRS 


CATEGORIES OF RECORD8 IN THE SYSTEM: 

Taxpayer entity records (name, 
address, identification number (SSN) 
and other indicators pertaining to entity 
maintenance, including zip code), and 
tax modular records which contain all 
records relative to specific tax returns 
for each applicable tax period or year. 
Recorded here are tax transactions such 
as tax amount, additions, abatements of 
tax payments,interest and like type 


transactions recorded relative to each 
tax module and a code identifying 
taxpayers who threatened or assaulted 
IRS employees. 

♦ « # • « 

ROUTINE USES OF RECOROS MAINTAINED IN 
THE SYSTEM, INCLUDING CATEGORIES OF 
USERS AND THE PURPOSES OF SUCH USES: 

Routine discolures may be made to 
the extent provided by law or regulation 
(including 26 U.S.C. 6103 and 26 CFR 
404.6103). 

* * * • • 

RETENTION ANO DISPOSAL: 

As specified in the Records Retention 
Handbook published by the Service. The 
code identifying taxpayers who 
threatened or assaulted IRS employees 
will be removed after five years of 
initial input. 


Treasury/IRS 26.005 

SYSTEM NAME: 

File of Persons Making Threats of 
Force or Forcible Assaults CP:C— 
Treasury/IRS 

Delete This entire system 

Treasury/IRS 26.019 

SYSTEM NAME: 

TDA (Taxpayer Delinquent Accounts) 
including sub-systems (a) Adjustment 
and Payment Tracers Files, (b) 
Collateral Files, (c) Seized Property 
Records, and (d) Tax Collection Waiver 
Forms 900 Files, CP:C Treasury/IRS. 

* * * « « 

CATEGORIES OF RECORDS IN THE SYSTEM: 

Taxpayer name, address, taxpayer 
identification number, informa tin about 
basis of assessment, including class of 
tax. period, dollar amounts, 
chronological investigative history, 
cancelled checks, amended returns, 
claims, collateral submitted to stay 
collection, copies of notices of federal 
tax liens, revenue officer reports, 
waivers to extend statutory period for 
collection, etc. This system includes 
Installement Agreement Files; 
Delinquent Account Inventory Profile 
(DAIP); Currently Not Collectible 
Accounts Register: Currently Not 
Collectible Accounts Register (Over 
$25,000); Advance Dated Remittance 
Check Files; Currently Not Collectible 
Accounts Files; File of taxpayer name 9 
entered in the Treasury Enforcement 
Communicatins System and a code 
identifying taxpayers that threatened or 
assaulted IRS employees. 
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Treasury/IRS 26.020 
SYSTEM NAME: 

TDI (Taxpayer Delinquency 
Investigation) Files, CP:C Treasury/IRS 


CATEGORIES OF RECOROS IN THE SYSTEM: 

Taxpayer name, address, taxpayer 
identification number, information from 
previously filed returns, information 
about the potential delinquent retum(s) 
including class of tax, chronological 
investigative history, Delinquency 
Investigation Inventory Prolile (DIIP) 
and a code identifying taxpayers that 
threatened or assaulted IRS employees. 

Treasury/IRS 42.008 

SYSTEM NAME: 

Audit Information Management 
System (AIMS)—Treasury/IRS 


CATEGORIES OF RECORDS IN THE SYSTEM: 

Tax return information from the 
Master File, Tax return status and 
location changes, Examination Closing 
information on examined and non- 
examined tax returns, examining 
officer’s name including related internal 
management information and a code 
identifying taxpayers that threatened or 
assaulted IRS employees. 

• * * • • 

[FR Doc. 79-28134 Filed 9-10-79 8:45 *m| 
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UNITED STATES RAILWAY 
ASSOCIATION 

[Docket No. STP-11 

Supplemental Transaction Proposal 

On August 16,1979, copies of the 
United States Railway Association’s 
Evaluation of Supplemental Transaction 
Proposal No. 1 (Docket No. STP-1), were 
delivered to the Interstate Commerce 
Commission, attorneys for the 
Providence and Worcester Company 
(“P&W”), Conrail. the Federal Register, 
and others. On August 21,1979, that 
report was printed in the Federal 
Register, pursuant to Section 305(b) of 
the Regional Rail Reorganization Act of 
1973, as amended. Under Section 305(b), 
the PAW had 30 days in which to notify 
USRA of its acceptance or rejection of 
the proposed supplemental transaction. 

By letter dated August 27,1979. the 
P&W notified USRA of its acceptance of 
the transaction as proposed, at a 


purchase price of $2.75 million. A copy 
of that letter is appended. 

Peter J. Gallagher, 

Secretary. 

August 27,1979. 

Mr. Donald C. Cole. 

President, United States Railway 

Association. 995 L’Enfant Plaza North, 
S.W., Washington. D.C. 20595. 

Dear Mr. Cole: By document dated April 0, 
1979 the Federal Railroad Administrator 
transmitted to the United States Railway 
Association a Supplemental Transaction 
Proposal (STP) pursuant to Section 305 of the 
Regional Rail Reorganization Act of 1973 as 
amended (Act). The STP established $2.75 
million as the “fair and equitable” purchase 
price. 

Pursuant to Section 305(b) of the Act, 
Providence and Worcester Company hereby 
notifies you of its acceptance of the STP. 

Sincerely yours. 

Robert H. Eder, 

President 

cc: Mr. John M. Sullivan, 

Administrator, Federai Railroad 
A dministration . 

Mr. Arthur B. Powers, 

Commissioner, Department of Transportation. 
State of Connecticut 

(FR Doc. 79-28228 Filed 9-10-79. 8 45 
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INTERSTATE COMMERCE 
COMMISSION 

Agricultural Cooperatives; Notice to 
the Commission of Intent To Perform 
Interstate transportation for Certain 
Nonmemers 

Dated: September 6,1979. 

The following Notices were filed in 
accordance with section 10526(a)(5) of 
the Interstate Commerce Act. These 
rules provide that agricultural 
cooperatives intending to perform 
nonmember, nonexempt, interstate 
transportation must file the Notice, Form 
BOP 102, with the Commission within 30 
days of its annual meetings each year. 
Any subsequent change concerning 
officers, directors, and location of 
transportation records shall require the 
filing of a supplemental Notice within 30 
days of such change. The name and 
address of the agricultural cooperative, 
the location of the records, and the 
name and address of the person to 
whom inquiries and correspondence 
should be addressed, are published here 
for interested persons. Submission of 
information that could have bearing 
upon the propriety of a filing should be 
directed to the Commission's Bureau of 
Investigations and Enforcement, 
Washington, D.C. 20423. The Notices are 
in a central file, and can examined at 
the Office of the Secretary, Interstate 


Commerce Commission, Washington. 
D.C. 

(1) Big Sky Farmers & Ranchers Marketing 
Cooperative of Montana 

Complete Legal Name of Cooperative 
Association Or Federation Of Cooperative 
Associations, 7777 Industry Ave., Pico 
Rivera, CA 90600 

Principal Mailing Address (Street No., City, 
State, and Zip Code). 7777 Industry Ave., 
Pico Rivera, CA 90660 
Where Are Records Of Your Motor 
Transportation Maintained (Street No.. 
City, State and Zip Code) Harold Coolsbee 
Jr. General Manager. 7777 Industry Ave., 
Pico Rivera, CA 90660 
Person To Whom Inquiries And 
Correspondence Should Be Addressed 
(Name and Mailing Address) 

(2) Growers Cooperative of Nayarit. Inc. 

Complete Legal Name Of Cooperative 
Assocation Or Federation Of Cooperative 
Associations. Apartado Postal #1-123, 
Mexicali. Baja CA, Mexico 
Principal Mailing Address (Street No.. City. 
State, and Zip Code) 292 Naranjos St., Los 
Pinos, B.C., Mexico 
Where Are Records Of Your Motor 
Transportation Maintained (Street No., 
City. State and Zip Code) Carlos V. 
Courtney, Apdo #1-123, Mexicali. BC. 
Mexico 

Person To Whom Inquiries And 
Correspondence Should Be Addressed 
(Name and Mailing Address) 

(3) Vera Cruz Citrus Growers and Packers, 
Inc. 

Complete Legal Name Of Cooperative 
Association Or Federation Of Cooperative 
Associations. Apartado Postal #1-124. 
Mexicali, Baja CA, Mexico 
Principal Mailing Address (Street No., City, 
State, and Zip Code) 292 Naranjoa St.. Los 
Pinos. Mexicali, B.C., Mexico 
Where Are Records Of Your Motor 
Transportation Maintained (Street No., 
City. State and Zip Code) Humberto R. 
Gamez, Apdo Postal #1-124, Mexicali, BC. 
Mexico 

Person To Whom Inquiries And 
Correspondence Should Be Addressed 
(Name and Mailing Address) 

Agatha L Mergenovich, 

Secretary. 

(FR Doc. 79-28158 Filed 9-10-79: 8:45 am] 

BILLING CODE 7035-01-4# 


[AB 88 (SDM)) 

Bessemer & Lake Erie Railroad Co.; 
Amended System Diagram Map 

Notice is hereby given that, pursuant 
to the requirements contained in Title 49 
of the Code of Federal Regulations, Part 
1121.23, that the Bessemer & Lake Erie 
Railroad Company, has filed with the 
Commission its amended color-coded 
system diagram map in docket No. AB 
88 (SDM). The Commission on April 5, 
1979, received a certificate of 
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publication as required by said 
regulation which is considered the 
effective date on which the system 
diagram map was filed. 

Color-coded copies of the map have 
been served on the Governor of each 
state in which the railroad operates and 
the State designated agency. Copies of 
the map may also be requested from the 
office of the Commission, Section of 
Dockets, by requesting docket No. AB 88 
(SDM). 

Agatha L. Mergenovich, 

Secretary. 

|FR Doc. 79-28152 Piled 9-10-7* 8:45 am) 

BILLING COOC 7035-01-M 


[AB 156 (SDM) 1 

Delaware and Hudson Railway Co.; 
Amended System Diagram Map 

Notice is hereby given that, pursuant 
to the requirements contained in Title 49 
of the Code of Federal Regulations, Part 

1121.23, that the Delaware and Hudson 
Railway Company, has Filed with the 
Commission its amended color-coded 
system diagram map in docket No. AB 
156 (SDM). The Commission on April 24. 
1979, received a certificate of 
publication as required by said 
regulation which is considered the 
effective date on which the system 
diagram map was Filed. 

Color-coded copies of the map have 
been served on the Governor of each 
state in which the railroad operates and 
the Public Service Commission or 
similar agency and the State designated 
agency. Copies of the.map may also be 
requested from the office of the 
Commission, Section of Dockets, by 
requesting docket No. AB 156 (SDM). 
Agatha L Mergenovich, 

Secretary. 

\FR Doc. 79 28161 Flted 9-10-7* 8:45 am] 

BILLING COOC 7035-01-1* 


i AB 3 (SOM) *) 

Missouri Pacific Railroad Co.; 

Amended System Diagram Map 

Notice is hereby given that, pursuant 
to the requirements contained in Title 49 
of the Code of Federal Regulations. Part 


1 AB 3 (SDM) includes all Missouri Pacific 
Railroad Co. subsidiaries AB 21 (SDM), Abilene & 
Southern Railway Company, Chicago Heights 
Terminal Transfer Company. Doniphan. Kensett and 
Searcy Railway Company: AB 24. Fort Worth Belt 
Railway Company. Missouri-Illinois Railroad 
f ompany; AB 142 (SDM). New Orleans and Lower 
Coast Railroad Company. St. Joseph Belt Raitway 
Company. AB 22 (SDM). Texas-New Mexico 
Railway Co.; AB 23. Texas PaciHc-Missouri Pacific 
Terminal Railroad of New Orleans. Union Terminal 
Railway Company; AB, Weatherford Mineral Wells 
* Northwestern Railway Company. 


1121.23, that the Missouri Pacific 
Railroad Company and its subsidiaries, 
has filed with the Commission its 
amended color-coded system diagram 
map in docket No. AB 3 (SDM]. The 
Commission on June 4.1979. received a 
certificate of publication as required by 
said regulation which is considered the 
effective date on which the system 
diagram map was filed. 

Color-coded copies of the map have 
been served on the Governor of each 
State in which the railroad operates and 
the Public Service Commission or 
similar agency and the State designated 
agency. Copies of the map may also be 
requested from the office of the 
Commission. Section of Dockets, by 
requesting docket No. AB 3 (SDM). 
Agatha L. Mergenovich, 

Secretary. 

(KR Doc. 79-28154 Piled 9-10-7* 8 45 am) 

BILLING CODE 703S-01-M 


[AB 14 (SDM)l 

Northwestern Pacific Railroad Co.; 
Amended System Diagram Map 

Notice is hereby given that, pursuant 
to the requirements contained in Title 49 
of the Code of Federal Regulations, Part 

1121.23, that the Northwestern Pacific 
Railroad Company, has filed with the 
Commission its amended color-coded 
system diagram map in docket No. AB 
14 (SDM). The Commission on May 21, 
1979, received a certificate of 
publication as required by said 
regulation which is considered the 
effective date on which (he system 
diagram map was filed. 

Color-coded copies of the map have 
been served on the Governor of each 
State in which the railroad operates and 
the Public Service Commission or 
similar agency and the State designated 
agency. Copies of the map may also be 
requested from the office of the 
Commission, Section of Dockets, by 
requesting docket No. AB 14 (SDM). 
Agatha L. Mergenovich, 

Secretary . 

(FR Doc. 79-28153 Filed 9-10-7* *45 am) 

BILLING COOC 7035-01-N 


(AB 12 (SDM)I 

Southern Pacific Transportation Co.; 
Amended System Diagram Map 

Notice is hereby given that, pursuant 
to the requirements contained in Title 49 
of the Code of Federal Regulations, Part 

1121.23, that the Southern Pacific 
Transportation Company, has filed with 
the Commission its amended color- 
coded system diagram map in docket 


No. AB 12 (SDM). The Commission on 
May 22,1979. received a certificate of 
publication as required by said 
regulation which is considered the 
effective date on which the system 
diagram map was filed. 

Color-coded copies of the map have 
been served on the Governor of each 
state in which the railroad operates and 
the Public Service Commission or 
similar agency and the State designated 
agency. Copies of the map may also be 
requested from the Commission. Section 
of Dockets, by requesting docket No. AB 
12 (SDM). 

Agatha L. Mergenovich, 

Secretary. 

(FR Doc. 79-28159 Filed 9-10-7* 845 ami 

BILUNG C00E 7035-01-11 


[AB 26 (SDM) *) 

Southern Railway Company; Amended 
System Diagram Map 

Notice is hereby given that pursuant 
to the requirements contained in Title 49 
of the Code of Federal Regulations, Part 

1121.23, that the Southern Railway 
Company and its consolidated 
subsidiaries, has filed with the 
Commission its amended color-coded 
system diagram map in Docket No. AB 
26 (SDM). The Commission on July 5. 
1979, received a certificate of 
publication as required by said 
regulation which is considered the 
effective date on which the amended 
system diagram map was filed. 

Color-coded copies of the map have 
been served on the Governor of each 
state in which the railroad operates and 
the Public Service Commission or 
similar agency and the State designated 
agency. Copies of the map may also be 
requested from the railroad at a nominal 
charge. The maps also may be examined 
at the office of the Commission, Section 
of Dockets, by requesting docket No. AB 
26 (SDM). 

Agatha L. Mergenovich. 

Secretary. 

|FR Doc. 79-28160 Filed 9-10-7* *45 am| 

BILLING CODE 7035-01-M 

* AB 28 (SDM) includes Its consolidated 
subsidiaries: .AB 27 (SDM). The Alabama Great 
Southern Railroad Company. AB 28 (SDM), Central 
of Georgia Railroad Company. AB 29 (SDM). The 
Cincinnati. New Orleans and Texas Pacific Railway 
Company: AB 30 (SDM). Georgia Southern and 
Florida Railway Company; AB 84 (SDM), 
Chattanooga Station Company; AB 118 (SDM). 
Albany Passenger Terminal Company; and AB 125 
(SDM), Norfolk Southern Railway Company. 
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(Ex Parte No. 311] 

Expedited Procedures for Recovery ot 
Fuel Costs 

Decided September 5,1979. 

In our decision of August 28,1979, a 9- 
percent surcharge was authorized on all 
owner-operator traffic, and on all 
truckload-rated traffic whether or not 
owner-operators were employed. We 
ordered that all owner-operators were to 
receive compensation at this level. 

In addition, a 1.6-percent surcharge 
was authorized on less-than-truckload 
(LTL) traffic performed by carriers not 
utilizing owner-operators. This was an 
adjustment from the previously 
authorized 2.7-percent surcharge on this 
traffic that had been applicable since 
June 19,1979. 

Although the weekly figures set forth 
in the appendix for transportation 
performed by owner-operators and for 
truckload-rated traffic is 9.7 percent, we 
are authorizing that the surcharge for 
this traffic will be 9.5 percent. All 
owner-operators are to receive 
compensation at the 9.5-percent level. In 
addition, we are authorizing a 1.7 
percent surcharge on LTL traffic 
performed by carriers not utilizing 
owner-operators. 

Notice of this decision shall be given 
to the general public by mailing a copy 
of this decision to the Governor of each 
State and to the Public Utilities 
Commissions or Boards of each State 
having jurisdiction over transportation, 
by depositing a copy in the Office of the 
Secretary, Interstate Commerce 
Commission, Washington. D.C., for 
public inspection, and by delivering a 
copy to the Director. Office of the 
Federal Register, for publication therein. 

It is ordered: 

This decision shall become effective 
Friday at 12:01 a.m., September 7,1979. 

By the Commission. Chairman O’Neal, Vice 
Chairman Stafford. Commissioners Gresham, 
Clapp. Christian, Trantum, Gaskins and 
Alexis. 

Agatha L. Mergenovich, 

Secretary. 

September 5.1979. 

Appendix .—Foot Surcharge 

Base Dale and Price Per Gallon (Including Tax) 
January 1. 1979 __— 63 St 

Date of Current Price Measurement and Pnce Per Gallon 
(deluding Tax) 

September 4. 1979 -......____ 99 4c 


Appendix .—Foot Surcharge —Continued 

Average Percent: Fuel Expenses (Including Taxes) of Total 
Revenue 


(D (2) 

From Transportation Other 

Performed by Owner 
Operators 

(Apply to All Truckload Rated (Including Loss-Truck load 
Traffic) Traffic) 

16 9* 2 9% 1 

Percent Surcharge Developed 

9 7% 1.7% 

Percent Surcharge Allowed 
95% 1.7% 

1 Additional data for general commodity earners indicate the 
following 

(a) Percent Fuel (including tax) of revenue (ak traffic) 7 3% 

(b) Percent T.L and LTL Revenue of total revenue: 


Revenue 
(in millions 

of dollars) Percent 


T.L_$3.451661 32 

LTI..... 7.427.232 68 


Total_ 10,878*93 100 


Utikzmg the T.L and LTL weighting factors and retaining the 
relationship of fuel to revenue for owner operators (also 
applied to T.L rated traffic) and in total of 16.9 percent and 7.3 
percent respectrvety. the comparable relationship for LTL * 2.9 
percenL Th*s figure should not be construed as an actual 
relationship but» developed as a method to adjust the LTL 
surcharge. 

(FR Doc. 79-28182 Filed 9-10-79; 8:45 am] 

BILLING CODE 7035-0t-M 


l Rule 19, Mandatory Car Service Rules, Ex 
Parte No. 241; Exemption No. 171] 

Chicago, Rock Island, and Pacific 
Railroad Co.; Car Service Rules 

Because of a strike, the Chicago, Rock 
Island and Pacific Railroad Company 
(RI) is unable to relocate empty cars to 
other stations for loading or to return 
them promptly to car owners in 
accordance with Car Service Rules 1 
and 2. Consequently. Rl is unable to 
furnish cars of suitable ownership to 
shippers while at the same time similar 
cars of other ownerships are idle 
because of the inability of the RI to 
return them to owners. In addition, RI 
freight cars on other lines are not 
needed on the RI because of the strike. 

It is ordered, That pursuant to the 
authority vested in me by Car Service 
Rule 19: 

(a) The Chicago, Rock Island and 
Pacific Railroad Company (Rl) is 
authorized to accept from shippers 
general service freight cars described in 
paragraph (b) owned by other railroads 
regardless of the provisions of Car 
Service Rules 1 and 2. This exemption 
shall not apply to cars of Mexican or 
Canadian ownership or to cars subject 
to Interstate Commerce Commission or 
Association of American Railroads’ 
orders requiring return of cars to 
owners. 

(b) This exemption is applicable to 
general service freight cars bearing 
reporting marks assigned to railroads 


listed in the Official Railway Equipment 
Register, ICC-RER 6410-B issued by 
W. J. Trezise, or successive issues 
thereof as having the following 
mechanical designations: 

Plain Boxcars: “XM’\ "XMI", "XMIH" 
Gondola Cars: ”GA’\ “GB”. “CD”. “GIT*. 
"GS“. “GT“ 

Hopper Cars: ‘UFA", "HK". "HM". "HMA’\ 
"HT\ "HTA" 

Flat Cars: "FM", less than 200,000 lb. capacity 

(c) RI owns numerous general service 
freight cars and specialized equipment 
cars that are not needed on Rl because 
of the strike. The RI general service 
freight cars listed in paragraph (b) and 
RI freight cars subject to Car Service 
Directives 150 and 155 shall be exempt 
from the provisions of Car Service Rules 
1 and 2. 

(d) This exemption does not authorize 
use of RI Cars subject to Car Service 
Directives 145 and 435 by other 
railroads. Any railroad desiring to use 
these cars must receive authorization 
from Henry Metz. General 
Superintendent, Car Utilization and 
Service, RI, Chicago, Illinois. 

Effective: August 28.1979. 

Expires: September 5.1979. 

Issued at Washington, D.C., August 28, 
1979. 

Interstate Commerce Commission. 

Joel E. Bums, 

Agent 

[FR Doc. 79-28155 Filed 9-10-78: 8:45 am) 

8ILLING CODE 7035-01-M 


(Ruie 19, Mandatory Car Service Rules Ex 
Parte No. 241; Thirty-Eighth Revised 
Exemption No. 121 

Atlantic and Western Railway, et al.; 
Car Service Rules 

To oil railroads: It appearing . That the 
railroads named herein own numerous 
plain boxcars; that under present 
conditions, there is virtually no demand 
for these cars on the lines of the car 
owners; that return of these cars to the 
car owners would result in their being 
stored idle on these lines; that such cars 
can be used by other carriers for 
transporting traffic offered for shipments 
to points remote from the car owners; 
and that compliance with Car Service 
Rules 1 and 2 prevents such use of plain 
boxcars owned by the railroads listed 
herein, resulting in unnecessary loss of 
utilization of such cars. 

It is ordered. That, pursuant to the 
authority vested in me by Car Service 
Rule 19, plain boxcars described in the 
Official Railway Equipment Register, 
ICC-RER 8410-B. issued by W. J. 

Trezise, or successive issues thereof, as 
having mechanical designation *'XM” or 
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“XMI," and bearing reporting marks 
assigned to the railroads named below, 
shall be exempt from provisions of Car 
Service Rules 1(a), 2(a), and (b). 

Atlantic and Western Railway 
Reporting Marks: ATW 
Chicago & Illinois Midland Railway Company 
Reporting Marks: CIM 

Fonda, Johnstown and Glovereville Railroad 
Company 

Reporting Marks: F|G 
Hartford and Slocum Railroad Company 
Reporting Marks: US 
Hillsdale County Railway Company Inc. 

Reporting Marks: HCRC 
1 Lackawaxen and Stourbridge Railroad 
Corporation 
Reporting Marks: LASB 
Maryland and Pennsylvania Railroad 
Company 

Reporting Marks: MPA 
Pickens Railroad Company 
Reporting Marks: PICK 

Effective September 1. 1979, and 
continuing in effect until further order of 
this CommissioiL 

Issued at Washington. D.C., August 
28.1979. 

Interstate Commerce Commission. 

Joel E. Bums, 

Agent 

IKK Doc 7*-28156 Filed 9-10-79; 8:45 «m) 

OIUJMG CODC 703S-01-M 


(Rule 19 Mandatory Car Service Rules Ex 
Parte No. 241; Thirty-First Revised 
Exemption No. 129] 

Atlanta and Saint Andrews Bay 
Railway Co., et al.; Car Service Rules 

It appearing. That the railroads 
named herein own numerous forty-foot 
plain boxcars; that under present 
conditions, there is virtually no demand 
for these cars on the line9 of the car 
owners; that return of these cars to the 
car owners would result in their being 
stored idle on these lines; that such cars 
can be used by other carriers for 
transporting traffic offered for shipments 
to points remote from the car owners; 
and that compliance with Car Service 
Rules 1 and 2 prevents such use of plain 
boxcars owned by the railroads listed 
herein, resulting in unnecessary loss of 
utilization of such cars. 

It is ordered, That, pursuant to the 
authority vested in me by Car Service 
Rule 19, plain boxcars described in the 
Official Railway Equipment Register, 

ICC RER 6410-B, issued by W. J. Trezise, 
or successive issues thereof, as having 
mechanical designation “XM," with 
inside length 44-ft. 6-in. or less, 
regardless of door width and bearing 
reporting marks assigned to the 


'Addition v. 


railroads named below, shall be exempt 
from provisions of Car Service Rule9 
1(a), 2(a), and 2(b). 

Atlanta & Saint Andrews Bay Railway 
Company 

Reporting Marks: ASAB 
Chicago. West Pullman & Southern Railroad 
Company 

Reporting Marks: CWP 
Illinois Terminal Railroad Company 
Reporting Marks: ITC 

Louisville, New Albany h Corydon Railroad 
Company 

Reporting Marks: LNAC 
New Hope and fvyland Railroad Company 
Reporting Marks: NHtR 
North Stratford Railroad Corporation 
Reporting Marks: NSRC 1 
Effective 12.01 a.m., September 1, 

1979, and continuing in effect until 
further order of this Commission. 

Issued at Washington. D.C.. August 28. 
1979. 

Interstate Commerce Commission 
Joel E. Burns, 

Agent. 

[FR Doc. 79-28157 FlfctfS-10-79: 8*5 «m) 

BILLING CODE 7035-84* 


Permanent Authority Decisions; 
Decison-Notice 

The following applications, filed on or 
after March 1,1979. are governed by 
Special Rule 247 of the Commission's 
Rules of Practice (49 CFR § 1100.247). 
These rules provide, among other thing9. 
that a petition for intervention, either in 
support of or in opposition to the 
granting of an application, must be filed 
with the Commission within 30 days 
after the date notice of the application is 
published in the Federal Register. 
Protests (such as were allowed to filings 
prior to March 1,1979) will be rejected. 

A petition for invervention without 
leave must comply with Rule 247(k) 
which requires petitioner to demonstrate 
that it (1) holds operating authority 
permitting performance of any of die 
service which the applicant seeks 
authority to perform, and has the 
necessary equipment and facilities for 
performing that service, and (2) has 
either performed service within the 
scope of the application or has solicited 
business which is controlled by those 
supporting the application and which 
would have involved transportation 
performed within the scope of the 
application. 

Persons unable to intervene under 
Rule 247(kJ may file a petition for leave 
to intervene under Rule 247(1) setting 
forth the specific grounds upon which it 
is made, including a detailed statement 
of petitioner's interest, the particular 


* Southern Railway Company deleted. 


facts, matters, and things relied upon, 
the extent to which petitioner's interest 
will be represented by other parties, the 
extent to which petitioner’s participation 
may reasonably be expected to assist in 
the development of a sound record, and 
the extent to which participation by the 
petitioner would broaden the issues or 
delay the proceeding. 

Petitions not in reasonable 
compliance with the requirements of the 
rules may be rejected. An original and 
one copy of the petition to intervene 
shall be filed with the Commission, and 
a copy shall be served concurrently 
upon applicant’s representative, or upon 
applicant if no representative is named. 

Section 247(f) provides, in part, that 
an applicant which does not intend 
timely to prosecute its application shall 
promptly request that it be dismissed, 
and that failure to prosecute an 
application under the procedures of the 
Commission will result in its dismissal. 

If an applicant has introduced rates as 
an issue it is noted. Upon request, an 
applicant must provide a copy of the 
tentative rate schedule to any 
protestant. 

Further processing steps will be by 
Commission notice, decision, or letter 
which will be served on each party of 
record. Broadening amendments will not 
be accepted after the date of this 
publication. 

Any authority granted may reflect 
administratively acceptable restrictive 
amendments to the service proposed 
below. Some of the applications may 
have been modified to conform to the 
Commission’s policy of simplifying 
grants of operating authority. 

Findings 

With the exception of those 
applications involving duly noted 
problems (e.gs., unresolved common 
control, unresolved fitness questions, 
and jurisdictional problems) we find, 
preliminarily, that each common carrier 
applicant has demonstrated that its 
proposed service is required by the 
present and future public convenience 
and necessity, and that each contract 
carrier applicant qualifies as a contract 
carrier and its proposed contract carrier 
service will be consistent with the 
public interest and the transportation 
policy of 49 U.S.C. § 10101. Each 
applicant is fit, willing, and able 
properly to perform the service proposed 
and to conform to the requirements of 
Title 49, Subtitle IV, United States Code, 
and the Commission's regulations. 

Except where specifically noted, this 
decision is neither a major Federal 
action significantly affecting the quality 
of the human environment nor a major 
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regulatory action under the Energy 
Policy and Conservation Act of 1975. 

In those proceedings containing a 
statement or note that dual operations 
are or may be involved we find, 
preliminarily and in the absence of the 
issue being raised by a petitioner, that 
the proposed dual operations are 
consistent with the public interest and 
the transportation policy of 49 U.S.C. 

8 10101 subject to the right of the 
Commission, which is expressly 
reserved, to impose such terms 
conditions or limitations as it finds 
necessary to insure that applicant’s 
operations shall conform to the 
provisions of 49 U.S.C. § 10930(a) 
(formerly section 210 of the Interstate 
Commerce Act.) 

In the absence of legally sufficient 
petitions for intervention, filed on or 
before October 11,1979 (or, if the 
application later becomes unopposed), 
appropriate authority will be issued to 
each applicant (except those with duly 
noted problems) upon compliance with 
certain requirements which will be set 
forth in a notification of effectiveness of 
the decision-notice. To the extent that 
the authority sought below may 
duplicate an applicant’s other authority, 
such duplication shall be construed as 
conferring only a single operating right. 

Applicants must comply with all 
specific conditions set forth in the grant 
or grants of authority within 90 days 
after the service of the notification of 
the effectiveness of this decision-notice, 
or the application of a non-complying 
applicant shall *tand denied. 

Volume No. 142 

Decided: August 13,1979. 

By the Commission. Review Board Number 
1. Members Carleton. Joyce and Jone9. 
Member Carleton not participating. 

MC 4405 (Sub-611F). filed April 6, 

1979. Applicant: DEALERS TRANSIT. 
INC., P.O. Box 236, Tulsa, OK 74101. 
Representative: Thomas J. Van Osdel, 
502 First National Bank Bldg., Fargo, ND 
58126. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting trailers and trailer chassis, 
(except those designed to be drawn by 
passenger automobiles] in initial 
movements, from West Point, PA, to 
points in the United States (except AK 
and HI). (Hearing site: Philadelphia. PA, 
or Washington, DC.) 

MC 14215 (Sub-33F), filed April 13. 
1979. Applicant: SMITH TRUCK 
SERVICE. INC., P.O. Box 1329, 
Steubenville, OH 43952. Representative: 
John L Alden, 1396 West Fifth Ave., 
Columbus. OH 43212. To operate as a 
common carrier, by motor vehicle, in 


interstate or foreign commerce, over 
irregular routes, transporting iron and 
steel articles , from Beaver Falls, PA, to 
points in CT. CA. IN. IL, KY, NC. NJ. 

OH, SC, TN, VA, and the Lower 
Peninsula of MI. (Hearing site: 

Columbus. OH, or Washington, DC.) 

MC 14215 (Sub-34F), filed April 13. 
1979. Applicant: SMITH TRUCK 
SERVICE, INC., P.O. Box 1329, 
Steubenville, OH 43952. Representative: 
John L. Alden, 1396 West Fifth Ave., P.O. 
Box 12241, Columbus, OH 43212. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting steel articles, from 
Steubenville, OH, to points in IL, IN, KY, 
and the Lower Peninsula of Ml. (Hearing 
site: Columbus, OH, or Washington, 

DC.) 

MC 14314 (Sub-31F), filed April 5. 

1979. Applicant: DUFF TRUCK LINE, 
INC., P.O. Box 359, Lima. OH 45802. 
Representative: Paul F. Berry. 275 East 
State St., Columbus, OH 43215. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, transporting general 
commodities (except those of unusual 
value, classes A and B explosives, 
household goods as defined by the 
Commission, commodities in bulk, and 
those requiring special equipment), 
serving the facilities of Honda of 
America Manufacturing. Inc., near 
Marysville. OH, as an off-route point in 
connection with carrier’s otherwise— 
authorized regular-route operations. 
(Hearing site: Columbus, OH.) 

MC 29904 (Sub-4F), filed April 13, 

1979. Applicant: SUDDATH VAN 
LINES, INC., 525 Stevens SL, P.O. Box 
6699, Jacksonville, FL 32205. 
Representative: Robert J. Gallagher. 1000 
Connecticut Ave., NW, Suite 1200, 
Washington, DC 20036. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting household 
goods as defined by the Commission, 
between points in FL, TX. IA, MN. MI, 

WI, ME. AR. KS. OK. NY, NJ, DE. MD. 
PA. WV. VA, NC, SC, GA, AL, TN. KY. 
MS, LA. MO, IL, IN, MA, CT. RI, NH, 

VT. OH, and DC. Note: The person or 
persons who appear to be engaged in 
common control of applicant and any 
other regulated carrier must either file 
an application under 49 U.S.C. 11343(a) 
formerly section 5(2) of the Interstate 
Commerce Act, or submit an affidavit 
indicating why such approval is 
unnecessary. Affidavits are due 20 days 
from the date of publication. (Hearing 
site: Jacksonville, FL.) 

MC 45764 (Sub-31F). filed April 10. 
1979. Applicant: ROBBINS MOTOR 


TRANSPORTATION, INC., P.O. Box 38. 
Essington, PA 19029. Representative: 

Paul F. Sullivan. 711 Washington Bldg.. 
Washington, DC 20005. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting general 
commodities (except those of unusual 
value, classes A and B explosives, 
household goods as defined by the 
Commission, and those requiring special 
equipment), (1) in containers, or trailers, 
having an immediately prior or 
subsequent movement by water, and (2) 
empty containers, or trailers chassis, (a) 
between points in NY, NJ, DE, PA. and 
MD; and (b) between the points named 
in (1) above, on the one hand. and. on 
the other, Boston, MA, Norfolk. VA, 
Cleveland and Toledo, OH, and 
Charleston, SC. (Hearing site: New York, 
N.Y.) 

MC 52464 (Sub-llF). filed April 10, 
1979. Applicant: EVANS TRUCKING 
CO., a corporation, 2773 Darlington Rd., 
Beaver Falls, PA 15010. Representative: 
A. Charles Tell, 100 East Broad St., 
Columbus, OH 43215. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting iron and 
steel articles, from Buffalo, NY, to points 
in Ashland. Ashtabula, Belmont, Carroll, 
Columbiana, Coshocton, Cuyahoga, 
Geauga, Guernsey, Harrison, Holmes, 
Jefferson, Lake, Lorain, Mahoning, 
Medina, Muskingum, Portage, Stark, 
Summit, Trumbull, Tuscarawas, and 
Wayne Counties, OH, and Allegheny, 
Armstrong, Beaver. Butler, Cambria. 
Cameron, Clarion, Clearfield, Crawford. 
Elk, Erie, Fayette, Forest, Greene, 
Indiana, Jefferson, Lawrence, McKean, 
Mercer, Somerset, Venango, Warren, 
Washington, and Westmoreland 
Counties, PA. (Hearing site: 

Washington, DC.) 

MC 78687 (Sub-73F*), filed June 14. 
1979, previously and erroneously 
published in the Federal Register of 
August 2,1979 as Sub 67F\ Applicant: 
LOTT MOTOR LINES, INC., West 
Cayuga St., P.O. Box 751, Moravia, NY 
13118. Representative: E. Stephen 
Heisley. 805 McLachlen Bank Bldg., 666 
Eleventh St., NW„ Washington. DC 
20001. 

Note. —This partial republication indicates 
that the correct docket number is MC 78687 
Sub 73F*. All other issues remain as 
previously published. 

MC 83835 (Sub-157F), filed April 12. 
1979. Applicant: WALES 
TRANSPORTATION. INC., P.O. Box 
6186, Dallas, TX 75222. Representative: 
James W. Hightower, First Continental 


•Dual operations may be involved 
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Bank Bldg. #301, 5801 Marvin D. Love 
Freeway, Dallas. TX 75237. To operate 
as a common carrier, by motor vehicle, 
in interstate or foreign commerce, over 
irregular routes, transporting (1) 
material handling equipment, and (2) 
parts, accessories, and attachments for 
material handling equipment, between 
the facilities of Stewart & Stevenson, at 
or near Houston. Corpus Christi, 
Beaumont, San Antonio, and Harlingen, 
TX, on the one hand, and, on the other, 
points in the United States (except AK 
and HI). (Hearing site: Dallas, TX.}- 

MC 85934 (Sub-IOOF), filed April 12, 
1979. Applicant: MICHIGAN 
TRANSPORTATION COMPANY, a 
corporation, 3601 Wyoming, P.O. Box 
248, Dearborn, MI 48121. Representative: 
Edwin M. Snyder, 22375 Haggerty Rd., 
P.O. Box 400 Northville, MI 48167. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting commodities in bulk, 
between points in MI, on the one hand 
and, on the other, points in OH and IN, 
restricted to the transportation of traffic 
having a prior or subsequent movement 
by rail. (Hearing site: Chicago, IL) 

MC 106674 (Sub 382F), filed April 11, 
1979. Applicant: SCHILLI MOTOR 
LINES, INC., P.O. Box 123, Remington, 

IN 47977. Representative: Jerry L. 
Johnson (same address as applicant). To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting salt, from the facilities of 
Morton Salt, at or near Manistee and 
Marysville, MI, to points in IL, IN, IA, 
and WI. (Hearing site: Chicago, IL, or 
Indianapolis, IN.) 

MC 110325 (Sub-98F), filed March 5, 
1979, previously notice in the Federal 
Register, issue of July 6.1979, and 
republished this issue. Applicant: 
TRANSCON LINES, a corporation, P.O. 
Box 92220, Los Angeles, CA 90009. 
Representative: Wentworth E. Griffin, 
Midland Bldg. 1221 Baltimore Ave., 
Kansas City, MO 64105. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
regular routes, transporting general 
commodities (except those of unusual 
value, classes A and B explosives, 
household goods as defined by the 
Commission, commodities in bulk, and 
those requiring special equipment), 
between Portland, OR, and Tacoma, 

WA, over Interstate Hwy 5, as an 
alternate route for operating 
convenience only, serving no 
intermediate points, restricted against 
the transportation of traffic originating 
and destined to Portland, OR, and 
Tacoma and Seattle, WA, and points in 


their respective commercial zones . 
(Hearing site: Washington, DC.) 

Note:— This republication is to clarify the 
restriction. 

MC 114045 (Sub-539F). filed April 12. 
1979. Applicant: TRANS-COLD 
EXPRESS, INC., P.O. Box 61228. Dallas. 
TX 75261. Representative: J. B. Stuart 
(same address as applicant). To operate 
as a common carrier, by motor vehicle, 
in interstate or foreign commerce, over 
irregular routes, transporting citric acid, 
in containers, from the facilities of 
Pfizer, Inc., at or near Southport, NC, to 
points in IL, IN. IA. KS. MI. MN. MO. 
and WI. (Hearing site: New York, NY.) 

MC 115654 (Sub-138F), filed April 13, 
1979. Applicant: TENNESSEE 
CARTAGE CO., INC., P.O. Box 23193, 
Nashville, TN 37202. Representative: 
Henry Seaton, 929 Pennsylvania Bldg., 
425 Thirteenth St., NW Washington, DC 
20004. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting meats, meat products and 
meat byproducts, dairy products, and 
articles distributed by meatpacking 
houses, as described in Sections A. B, 
and C ot Appendix I to the report in 
Descriptions in Motor Carrier 
Certificates, 61 M.C.C. 209 and 766, in 
vehicles equipped with mechanical 
refrigeration, from the facilities of 
Armour Food Company, at or near 
Louisville, KY, to Bristol. VA, points in 
AL, GA, MS. and TN, and those in De 
Soto County, MS, and Crittenden 
County, AR. (Hearing site: Louisville, 

KY, or Nashville. TN.) 

MC 116254 (Sub-262F), filed April 10, 
1979. Applicant: CHEM-HAULERS, 

INC., 118 East Mobile Plaza, Florence, 
AL 35630. Representative: Randy C. 
Luffman (same address as applicant). To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting iron and steel articles, from 
Georgetown, SC, to those points in the 
United States in and east of MN, IA, 

MO, AR, and LA. (Hearing site: Atlanta. 
GA, or Charlotte, NC.) 

MC 116544 (Sub-172F), filed March 16, 
1979. previously noticed in the Federal 
Register issue of August 2.1979 as Sub 
171. Applicant: ALTRUK FREIGHT 
SYSTEMS, INC., 1703 Embarcadero 
Road, Palo Alto. CA 94303. 
Representative: Kirk Wm. Horton, P.O, 
Box 10061, Palo Alto. CA 94303. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) bananas, and (2) 
agricultural commodities which are 
otherwise exempt from economic 
regulations under 49 U.S.C. 10526(a)(6) 


(formerly Section 203(b)(6) of the 
Interstate Commerce Act) when moving 
in mixed loads with bananas, from 
Charleston. SC. to points in IL. IN. WI, 

MN, LA. MO, and FL. (Hearing site: 
Washington, DC, or Miami, FL.) 

Note.—This republication indicates the 
correct Sub-No. 

MC 119765 (Sub-74F), filed March 9, 
1979. Applicant: EIGHT WAY EXPRESS. 
INC., 5402 South 27th St., Omaha, NE 
68107. Representative: Arlyn L 
Westergren, Suite 106, 7101 Mercy Rd., 
Omaha, NE 68106. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (1) coffee 
and tea, and (2) non-alcoholic beverages 
(except those described in (1) above), 
from Linden, and points in Morris 
County, NJ. to St. Louis, MO, Houston, 
TX, and Anderson and Yorktown, IN, 
and (b) from Houston. TX, to St. Louis, 

MO, and Anderson and Yorktown, IN. 
(Hearing site: St. Louis, MO. or Omaha, 
NE.) 

Note.—Duul operations may be involved. 

MC 119934 (Sub-229F), filed April 13. 
1979. Applicant: ECOFF TRUCKING, 
INC., 625 E. Broadway, Fortville, IN 
46040. Representative: Robert W. Loser 
II, 1009 Chamber of Commrce Bldg., 
Indianapolis, IN 46204. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting printing 
ink, in bulk, in tank vehicles, from New 
Albany, IN, to points in IL, KY, MD, MS. 
NY, OH, PA, RI, TN. and TX. (Hearing 
site: Louisville. KY. or Washington, DC.) 

Note.—Dual operations may be involved. 

MC 123387 (Sub-19F*), filed June 14. 
1979. previously and erroneously 
published in the Federal Register of 
August 2,1979 as Sub 1 *. Applicant: E. 
E. HENRY, 1923 Sparrow Rd., 
Chesapeake, VA 23320. Representative: 
E. Stephen Heisley, 805 McLachlen Bank 
Bldg.. 666 Eleventh St., NW., 
Washington, DC 20001. 

Note.—This partial republication indicates 
that the correct docket number is MC 123387 
Sub 19 *. All other issues remain as 
previously published. 

MC 125335 (Sub-55F), filed April 13, 
1979. Applicant: GOODWAY 
TRANSPORT. INC., P.O. Box 2283, York. 
PA 17405. Representative: Gailyn L. 
Larsen, P.O. Box 82816, Lincoln, NE 
68501. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting confectionery, in vehicles 
equipped with mechanical refrigeration, 
from the facilities of M&M/MARS. at or 
near (a) Elizabeth and Hackettstown, 


* Dual operations may be involved. 
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NJ, and (b) Elizabethtown. PA. to points 
in FL. GA. IL IN. NC. SC. TN. and WI. 
restricted to the transportation of traffic 
originating at the named origins and 
destined to the indicated destinations. 
(Hearing site: Philadelphia or 
Harrisburg. PA) 

Note.—Dual operations may be involved. 

MC 126045 (Sub-25F). Hied April 13, 
1979. Applicant: ALTER TRUCKING 
AND TERMINAL CORPORATION. P.O. 
Box 3122. Davenport, IA 52808. 
Representative: Kenneth F. Dudley. 611 
Church St.. P.O. Box 279, Ottumwa, IA 
52501. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting iron and steel articles, from 
the facilities of North Star Steel 
Company, at or near St. Paul. MN, to 
points in the United States (except AK 
and HI). (Hearing site: Minneapolis. 
MN.) 

MC-127524 Sub 17F, filed April 10. 
1979. Applicant: QUADREL BROS. 
TRUCKING COMPANY. INC., 1603 Hart 
St.. Rahway. NJ 07065. Representative: 
John L. Alfano, 550 Mamaroneck Ave.. 

I larrison. NY 10582. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting chemicals. 
in bulk, from Newark. NJ. to Baltimore. 

MD. restricted to the transportation of 
traffic having a prior or subsequent 
movement by water. (Hearing site: New 
York. NY, or Newark. NJ) 

MC 134484 (Sub-25F), filed April 12, 
1979. Applicant: EDWARDS BROS., 

INC, P.O. Box 1684. Idaho Falls. ID 
83401. Representative: Timothy R. 
Stivers. P.O. Box 162, Boise, ID 83701. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting frozen foods, from the 
facilities of Ore-Ida Foods, Inc., at or 
near (a) Burley, ID, and (b) Ontario, OR, 
to points in CA. (Hearing site: Boise. ID) 

MC 135364 (Sub-38F). filed April 10. 
1979. Applicant: MORWALL 
TRUCKING. INC., P.O. Box 76C, RD. 3. 
Moscow. PA 18444. Representative: J. G. 
Dail, Jr.. P.O. Box LL, McLean. VA 22101. 
To operate as a common carrier, by 
motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) artificial trees, wreaths . 
garlands, and shrubbery, and plastic 
articles, and (2) materials, equipment 
and supplies used in the manufacture of 
the commodities in (1) above, between 
the facilities of American Technical 
Industries. Inc., at or near (a) Lexington, 

KY. (b) Aurora, IL, (c) West Coxsackie. 
NY, (d) Americus. GA. (e) Hialeah. FL, 

(f) Austin, TX, and (g) Mira Loma, CA. 


on the one hand, and. on the other, those 
points in the United States in and east of 
ND. SD. NE. CO, OK, and TX, under 
continuing contract(s) with American 
Technical Industries, Inc., of Mt. Vernon, 
NY. (Hearing site: Washington. DC) 

Condition.—Issuance of a permit is subject 
to prior or coincidental cancellation of Permit 
No. MC 135364 (Subsi. 15. and 26) at 
applicant’s written request. 

MC 135524 (Sub-16F), filed March 5. 
1979, previously noticed in the Federal 
Register of July 6,1979. Applicant: G. F. 
TRUCKING CO„ a corporation, P.O. Box 
229,1028 West Rayen Ave.. 

Youngstown, OH 44501. Representative: 
George Fedorisin, 912 Salts Springs Rd.. 
Youngstown, OH 44509. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (1) plastic 
pipe, fittings, and couplings, (2) 
accessories for the commodities in (1) 
above, and (3) materials, and supplies 
used in the manufacture and installation 
of the commodities named in (1) above, 
(except commodities in bulk), between 
the facilities of Samson Plastic Conduit 
and Pipe Corporation in Geneva County, 
AL, on the one hand, and, on the other, 
points in AR. CT, DE. FL, GA. IL. IN. KY. 
LA. MA. MD. ME. ML MN. MO. MS. NC, 
NH. NJ. NY. OH. OK, PA. RL SC. TN. 
VA, VT. WI, WV. and DC. (Hearing site: 
Mobile. AL. or Columbus. OH) 

Note.—This republication modifies the 
commodity description and includes VT in 
the territorial description. 

MC 138635 (Sub-78F), filed April 12. 
1979. Applicant: CAROLINA WESTERN 
EXPRESS, INC., Box 3981. Gastonia. NC 
28052. Representative: Eric Meierhoefer, 
Suite 423.1511 K St., NW.. Washington. 
D.C. 20005. To operate as a common 
carrier, by motor vehicle, in interstate or 
foreign commerce, over irregular routes, 
transporting (1) electrical goods, and (2) 
materials and supplies used in the 
manufacture and sale of electrical goods 
(except commodities in bulk, and those, 
which because of size or weight require 
the use of special equipment), (a) from 
Ontario, CA. and Seattle. WA, to 
Allentown. PA. Broadview, IL, Atlanta. 
GA. Lenexa, KS, Grand Prairie. TX, 
Columbus. OH, Edison. NJ. Boston, MA. 
Laurel. MD. and Mansfield. MA, and (b) 
from Brockport, NY. and Allentown. PA. 
to Broadview. IL, San Leandro and 
Garden Grove. CA, Lenexa. KS. Grand 
Prairie. TX. and Tukwila, WA. (Hearing 
site: Hartford, CT) 

Note.—Dual operations may be Involved. 

MC 139495 (Sub-432F). filed April 10. 
1979. Applicant: NATIONAL 
CARRIERS. INC., 1501 East 8th St.. P.O. 
Box 1358, Liberal. KS 67901. 


Representative: Herbert Alan Dubin, 
1320 Fenwick Lane. Silver Spring, MD 
20910. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting alcoholic beverages (except 
in bulk, in tank vehicles), from points in 
CA. to points in CO. NM. and those 
points in TX on and north of Interstate 
Hwy 40. (Hearing site: San Francisco. 
CA) 

MC 139495 (Sub-433F). filed April 12. 
1979. Applicant: NATIONAL 
CARRIERS. INC.. 1501 East 8th St.. P.O. 
Box 1358, Liberal, KS 67901. 
Representative: Herbert Alan Dubin. 
1320 Fenwick Lane, Silver Spring, MD 
20910. To operate as a common carrier. 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) candles, chemicals. 
chemical additives. foodstuffs, and 
plastic articles, and (2) materials, 
equipment, and supplies used in the 
manufacture, distribution, and sale of 
the commodities named in (1) above, 
(except commodities in bulk, in tank 
vehicles in (1) and (2) above), between 
points in the United States (except AK 
and HI), restricted to the transportation 
of traffic originating at or destined to the 
facilities of McCormick and Company, 
Inc. (Hearing site: Washington. DC.) 

MC 139495 (Sub-468F), filed April 5, 
1979. Applicant: NATIONAL 
CARRIERS. INC., 1501 East 8th St.. P.O. 
Box 1358. Liberal, KS 67901. 
Representative: Herbert Alan Dubin. 
1320 Fenwick Lane, Silver Spring. MD 
20910. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting foodstuffs, canned and 
preserved, from the facilities of Heinz 
USA, at or near Muscatine and Iowa 
City, LA, to point in KS. restricted to the 
transportation of traffic originating at 
the named origins and destined to the 
indicated destinations. (Hearing site: 
Washington. DC.) 

MC 139495 (Sub-469F), filed April 9. 
1979. Applicant: NATIONAL 
CARRIERS. INC., 1501 East 8th St.. P.O. 
Box 1358. Liberal, KS 67901. 
Representative: Herbert Alan Dubin, 
1320 Fenwick Lane. Silver Spring. MD 
20910. To operate as a common carrier. 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting display racks, stands and 
cases, stationery, pens. pencils, and 
markers, from the facilities of The 
Gillette Company, at or near La Mirada, 
CA. to La Grange Park. IL, and Andover. 
MA. (Hearing site: Washington, DC.) 

MC 139615 (Sub-26F), filed April 12, 
1979. Applicant: D. R. S, TRANSPORT. 
INC.. P.O. Box 29. OSKALOOSA. IA 
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52577. Representative: Larry D. Knox, 
600 Hubbell Bldg., Des Moines. IA 50309. 
To operate as a common carrier, by 
motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) trusses, and (2) 
materials and supplies used in the 
manufacture, construction, and 
distribution of agricultural and 
commercial buildings (except 
commodities in bulk), (a) from 
Oskaloosa, IA, to points in ND, SD, CO, 
NE, KS. OK, AR. MO, IL, MN. and Wl, 
and (b) from points in AR, AL, IL, MO, 
MS, WY, CO. and LA, to Oskaloosa. LA. 
(Hearing site: Des Moines, IA.) 

MC 140615 (Sub-31 F), filed April 10. 
1979. Applicant: DAIRYLAND 
TRANSPORT. INC., P.O. Box 1116, 
Wisconsin Rapids, WI 54494. 
Representative: Terrence D. Jones, 2033 
K St. N.W., Washington, DC 20006. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting lighting fixtures, and parts 
and accessories for lighting fixtures, (a) 
from the facilities of keystone Lighting 
Corporation, at Bristol, PA, to points in 
IL, IN. KS, MI, MN. MO NE, OH. and 
WI, and (b) from Chicago, IL, to the 
facilities in (a) above. (Hearing site: 
Washington, DC.) 

MC 140615 (Sub-36F), filed April 10. 
1979. Applicant: DAIRYLAND 
TRANSPORT. INC., P.O. Box 1116, 
Wisconsin Rapids, WI 54494. 
Representative: Terrence D. Jones, 2033 
K St. N.W., Washington, DC 20006. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting foodstuffs, from the 
facilities of Campbell Soup Company, at 
Napoleon, OH, to Camden, NJ, and 
points in IA, IL, IN, KY, MI. MN. MO, 
NC, ND. NY. PA, SC. SD. TN. VA, WI, 
and WV. (Hearing site: Washington, 
DC.) 

MC 142715 (Sub-36F), filed April 12, 
1979. Applicant: LENERTZ, INC., P.O. 
Box 141, So. St. Paul. MN 55075. 
Representative: K. O. Petrick (same 
address as applicant). To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting containers, 
from Green Bay and Milwaukee, WI, 
and Chicago, IL, to points in MN, 
restricted to the transportation of traffic 
originating at the named origins and 
destined to the indicated destinations. 
(Hearing site: St. Paul, MN.) 

MC 142715 (Sub-66F), filed April 6. 
1979. Applicant: LENERTZ. INC., P.O. 
Box 141, So. St. Paul, MN 55075. 
Representative: K. O. Petrick (same 
address as applicant). To operate as a 


common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting bakery 
products (except commodities in bulk), 
from the facilities of Salemo-Megowen 
Biscuit Co., at Niles, IL, to points in CO, 
ND. SD, NE. KS. MO. IA. MN. WI, IN. 

MI. OH, PA, NY. NJ. MD. DE. CT, RI. 

MA, KY, and DC. restricted to the 
transportation of traffic originating at 
the named origin and destined to the 
indicated destinations. (Hearing site: 
Chicago, IL, or St. Paul, MN.) 

MC 142715 (Sub-67F), filed April 17. 
1979. Applicant: LENERTZ, INC., P.O. 
Box 141, So. St. Paul, MN 55075. 
Representative: K. O. Petrick (same 
address as applicant). To operate as a 
common earner, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting foodstuffs 
(except commodities in bulk), (1) from 
the facilities of the Creamette Company, 
at Minneapolis and New Hope, MN, to 
those points in the United States in and 
east of ND, SD. NE, CO. OK, and TX 
(except MN), and (2) from Fairlawn, NJ, 
and Carnegie, PA, to the facilities in (1) 
above, restricted to the transportation of 
traffic in (1) and (2) above originating at 
the named origins and destined to the 
indicated destinations except on traffic 
moving in foreign commerce. (Hearing 
site: St. Paul, MN.) 

MC 144804 (Sub-2F), filed April 11, 
1979. Applicant: FORTUNE EXPRESS, 
INC., 2930 Hansboro Dr., Dallas, TX 
75233. Representative: D. Paul Stafford, 
Suite 1125. Exchange Park, P.O. Box 
45538, Dallas, TX 75245. To operate as a 
contract carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting magazines , 
periodicals, paperback books, 
calendars, maps, and newspapers .om 
Dallas, TX, to El Dorado. Ft. Smith, Little 
Rock, and Pine Bluff, AR, Baton Rouge, 
Crowley. New Orleans, and Shreveport, 
LA. Albuquerque. Gallup, Tucumcari, 
and Carlsbad, NM, Oklahoma City and 
Tulsa, OK, Amarilo. Austin, Corpus 
Christi. El Paso, Galveston, Houston, 
Lubbock, Lufkin. Midland, Paris. 

Temple, Tyler. Victoria, Wichita Falls, 
Beaumont Bryan, San Antonio, Laredo, 
and Harlingen, TX, under continuing 
contracts(8) with Magazine and Book 
Shippers, Inc., of Dallas, TX. (Hearing 
site: Dallas, TX.) 

MC 14504 (Sub-13F), filed April 13, 
1979. Applicant: COORS 
TRANSPORTATION CO, a Corporation, 
5101 York St.. Denver, CO 80216. 
Representative: Leslie R. Kehl, 1600 
Lincoln Center, 1660 Lincoln St., Denver, 
CO 80264. To operate as a common 
carrier, by motor vehicle, in interstate or 
foreign commerce, over irregular routes, 


transporting baker's yeast . from 
Bakersfield, CA, to Salt Lake City, UT. 
Denver and Grand Junction, CO. and 
Houston. Corpus Christi, and San 
Antonio, TX. (Hearing site: Denver, CO.) 

Note.—Dual operations may be involved. 

MC 146424 (Sub-2F), filed April 4, 

1979. Applicant: TRANSPORTATION 
ANALYST. INC. d.b.a. CLAREDEN- 
BRETON TRUCK DIVISION, 9419 East 
63rd St., Kansas City, MO 64133. 
Representative: Arthur J. Cerra, P.O. Box 
19251, 2100 TenMain Center. Kansas 
City, MO 64141. To operate as a contract 
carrier, by motor vehicle, in interstate or 
foreign commerce, over irregular routes^ 
transporting such commodities, as are 
dealt in or used by retail discount 
department stores, (1) between the 
facilities of Mattingly Stores. Inc., at 
Kansas City and Lexington, MO, and (2) 
from the facilities in (1) above, to the 
retail discount department stores of 
Mattingly Stores, Inc., at (a) Centerville. 
IA, and (b) points in MO, under 
continuing contract(s) with Mattingly 
Stores, Inc., of Lexington, MO. (Hearing 
site: Kansas, MO.) 

MC 146805 (Sub-IF). filed April 6. 

1979. Applicant: JR. PORTER, INC., Rt. 5 
Box 589, South Point. OH 45680. 
Representative: R. William Berry, 406 
Second Ave.. Chesapeake, OH 45619. To 
operate as a contract carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting cement, in bags, from the 
facilities of Louisville Cement Company, 
at Huntington, WV. to points in OH and 
KY, under a continuing contract(s) with 
the Louisville Cement Company, of 
Louisville, KY. (Hearing site: Columbus, 
OH, or Wheeling. WV) 

Passenger Authority 

MC 147735F. filed March 7.1979. 
Applicant: DALE EVANS, d.b.a. EVANS 
TRANSPORTATION, 420 Allen St.. 
Yreka, CA 96097. Representative: 
Lawrence V. Smart, Jr., 419 N. W. 23rd 
Ave., Portland, OR 97210. To operate as 
a contract carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting passengers 
and their baggage in round-trip and one¬ 
way charter operations, beginning or 
ending at points in Siskiyou County, CA, 
and extending to points in OR and NV. 
(Hearing site: Yreka, CA, or Medford 
OR) 

Volume No. 143 

Decided: August 15.1979. 

By the Commission, Review Board Number 
2, Members Boyle, Eaton, and Liberman. 

MC 4405 (Sub-599F), filed May 1,1979. 
Applicant: DEALERS TRANSIT. INC.. 
P.O. Box 236, Tulsa, OK 74101. 
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Representative: Thomas J. Van Osdel, 

502 First National Bank Bldg.. Fargo. ND 
58126. To operate as a common carrier. 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting concrete botch plants, and 
accessories for concrete bat cl) plants, 
from Blair, NE, to points in the United 
States (except AK and HI). (Hearing 
site: Omaha, NE.) 

MC 4405 (Sub-600F), filed May 1, 1979. 
Applicant: DEALERS TRANSIT. INC.* 
P.O. Box 236. Tulsa, OK 74101. 
Representative: Michael E. Miller, 502 
First National Bank Bldg., Fargo. ND 
58126. To operate as a common carrier f 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting water conditioning 
equipment and supplies (except 
commodities in bulk, in tank vehicles), 
from Ashville. NC, and Commerce City. 
CO, to points in the United States 
(except AK and HI). (Hearing site: 
Denver. CO.) 

MC 4405 (Sub-601 F), filed May 1.1979. 
Applicant: DEALER TRANSIT, INC., 

P.O. BOX 236, Tulsa, OK 74101. 
Representative: Michael E. Miller, 502 
First National Bank Bldg., Fargo, ND 
58126. To operate as common carrier, by 
motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting trailers and trailer chassis 
(other than those designed to be drawn 
by passenger automobiles), in initial 
movements, and trailer converter 
dollies. In truckaway service, from 
Della, OH, and Albion, PA. to points in 
the United States (except AK and HI). 
(Hearing site: Erie, PA.) 

MC 14215 (Sub-32F), filed April 17. 
1979. Applicant: SMITH TRUCK 
SERVICE, INC., P.O. Box 1329, 
Steubenville, OH 43952. Representative: 
John L. Alden, 1396 West Fifth Ave., 
Columbus, OH 43212. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting calcium 
chloride, in bags, from the facilities of 
Dow Chemical Co., at Midland and 
Ludington. MI, to points in IL. IN, IA. 

KY, MO. OH, PA. WL and WV. (Hearing 
site: Columbus. OH. or Washington, 

DC.) 

MC 42405 (Sub-37F). filed April 16. 
1979. Applicant: MISTLETOE EXPRESS 
SERVICE, a corporation P.O. Box 25614. 
Oklahoma City. OK 73125. 
Representative: T. M. Brown, P.O. Box 
1540, Edmond, OK 73034. To operate a9 
a common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting general 
commodities (except classes A and B 
explosives, household goods as defined 
by the Commission, commodities in 


bulk, and those requiring special 
equipment), moving in express service. 

(1) between Afton and West Siloam 
Springs, OK: from Afton over U.S. Hwy 
59 to junction OK Hwy 33, then over OK 
Hwy 33 to West Siloam Springs, and 
return over the same route, and (2) 
between junction OK Hwy 82 and U.S. 
Hwy 66 and MaysVille, AR: from 
junction OK Hwy 20 and U.S. Hwy 66 
over OK Hwy 20 to the OK-AR State 
line, then over AR Hwy 72 to Maysville. 
AR, and return over the same route, 
serving in connection with (1) and (2) 
above all intermediate points, and 
points in Delaware County, OK as off- 
route points. (Hearing site: Tulsa or 
Oklahoma City, OK.) 

MC 53965 (Sub-151 F). filed April 18. 
1979. Applicant: GRAVES TRUCK LINE 
INC., P.O. Drawer 1387, Salina. KS 
67401. Representative: Bruce A. Bullock 
(same address as applicant). To operate 
as a common corner, by motor vehicle, 
in interstate or foreign commerce, over 
irregular routes, transporting foodstuffs. 
canned and preserved, from the 
facilities of Heinz USA, at or near Iowa 
City and Muscatine. LA, to points in KS. 
restricted to the transportation of traffic 
originating at the named origins and 
destined to the indicated destinations. 
(Hearing site: Pittsburgh, PA. or Chicago, 
IL.) 

MC 65475 (Sub-24F), filed April 13. 
1979. Applicant: JETCO. INC. 4701 
Eisenhower Ave., Alexandria. VA 22304 
Representative: J. G. Dail Jr., P.O. Box 
LL, McLean. VA 22101. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (1) 
aluminum and aluminum products 
(except commodities in bulk. In tank 
vehicles), and (2) materials, equipment 
and supplies used in the manufacture of 
the commodities named in (1) above, 
(except commodities in bulk, in tank 
vehicles), between the facilities of 
Alum ax, Inc., in Berkeley County, SC, on 
the one hand, and, on the other, points 
in the United States (except AK and HI). 
(Hearing site: Washington, DC.) 

MC 94635 (Sub-8F), filed April 16, 

1979. Applicant: INTERSTATE SAND & 
GRAVEL TRANSPORTATION. INC. 717 
Elmer St., Vineland, NJ 08360. 
Representative: Terrence D. Jones, 2033 
K St.. N.W.. Washington, DC 20006. To 
operate as a contract carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting sand, stone, gravel, clay, 
(except commodities in bulk) and 
commodities in bulk, between points in 
NJ, CT. DE. ME, MD. MA. WV. NY. NH. 
OH, PA. RI, VT. VA, and DC, under a 
continuing contract(s) with Owens- 


Illinois, Inc., restricted to the 
transportation of traffic originating at or 
destined to the named facilities. 

(Hearing site: Washington, DC.) 

MC 105045 (Sub-104F), filed April 18, 
1979. Applicant: R. L. JEFFRIES 
TRUCKING CO.. INC.. P.O. Box 3277. 
Evansville IN 47701. Representative: 

Paul F. Sullivan. 711 Washington. Bldg.. 
15th and New York Ave., NW.. 
Washington. DC 20005. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting copper 
tubing, from Wynne, AR, to points in 
MN. (Hearing site: Minneapolis. MN.) 

MC 106074 (Sub-102F), filed May 1, 
1979. Applicant: B AND P MOTOR 
LINES, INC.. Shiloh Rd. and U.S. Hwy 
221 South, Forest City, NC 28043. 
Representative: Clyde W. Carver, P.O. 
Box 720434, Atlanta, GA 30328. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting materials and supplies 
used in the manufacture of decorations 
and ornaments, from points in IL, KY. 

NJ. OH, PA. and TX, to the facilities of 
Rauch Industries. Inc., at Gastonia. NC, 
restricted to the transportation of traffic 
destined to the above-named facilities. 
(Hearing site: Charlotte, NC, or 
Washington. DC.) 

Note.—Dual operations may be involved. 

MC 106644 (Sub-285F), filed April 20. 
1979. Applicant: SUPERIOR TRUCKING 
COMPANY. INC., P.O. Box 916, Atlanta, 
GA 30301. Representative: Louis C. 
Parker, III (same address as applicant). 
To operate as a common carrier, by 
motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) self-propelled vehicles, 
restricted to commodities which are 
transported on trailers, and (2) 
attachments, accessories, and parts for 
self-propelled vehicles, between the 
facilities of Master Craft Industrial 
Equipment Corp., (a) at Belleville, Ml. 
and (b) in Tift County, GA, on the one 
hand, and. on the other, points in the 
United States (except AK and HI). 

(I learing site: Atlanta, GA. or 
Washington. DC.) 

MC 107515 (Sub-1223F), filed May 1, 
1979. Applicant: REFRIGERATED 
TRANSPORT CO.. INC., P.O. Box 308, 
Forest Park. GA 30050. Representative: 
Alan E. Serby, 3390 Peachtree Rd., NE.. 
5th Floor-Lenox Towers South. Atlanta, 
GA 30326. To operate as a common 
carrier, by motor vehicle, in interstate or 
foreign commerce, over irregular routes, 
transporting coffee and coffee products 
(except commodities in bulk), from New 
Orleans, LA, to points in FL. (Hearing 
site: Cincinnati, OH.) 
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Note.—Dual operations may be involved. 

MC 107515 (Sub-1224F), filed May 1, 
1979. Applicant: REFRIGERATED 
TRANSPORT CO., INC., P.O. Box 308, 
Forest Park, GA 30050. Representative: 
Alan E. Serby, 3390 Peachtree Rd., NE„ 
5th Floor-Lenox Towers South, Atlanta, 
GA 30326. To operate as a common 
carrier , by motor vehicle, in interstate or 
foreign commerce, over irregular routes, 
transporting molded plastic cabinetry 
and molded plastic cabinetry parts, 
from the facilities of Kyowa America 
Corporation, (a) at Swainsboro GA, and 
(b) in Fulton County, GA, to San Diego, 
CA. (Hearing site: Atlanta, GA.) 

Note.—Dual operations may be involved. 

MC 107515 (Sub-1225F), filed May 1, 
1979. Applicant: REFRIGERATED 
TRANSPORT CO.. INC., P.O. Box 308, 
Forest Park, GA 30050. Representative: 
Alan E. Serby, 3390 Peachtree Rd., N.E., 
5th Floor, Lenox Towers South, Atlanta. 
GA 30326. To operate as a common 
carrier, by motor vehicle, in interstate or 
foreign commerce, over irregular routes, 
transporting adhesives and adhesive 
products (except commodities in bulk), 
in vehicles equipped with mechanical 
refrigeration, from Danielson. CT, to 
points in the United States (except AK, 
CT, and Hi). (Hearing site: Hartford. CT, 
or Washington. DC.) 

Note*—Dual operations may be involved. 

MC 109124 (Sub-69F), filed April 17. 
1979. Applicant: SENTLE TRUCKING 
CORPORATION, P.O. Box 7850. Toledo, 
OH 43619. Representative: James M. 
Burtch, 100 E. Broad St.. Suite 1800, 
Columbus, OH 43215. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting silica 
sand, from the facilities of Ottawa Silica 
Company, at or near Ottawa, 1L, to 
Carleton and Dearborn, Ml. (Hearing 
site: Chicago, IL.) 

MC 111594 (Sub-86F). filed April 17, 
1979. Applicant: C. W. TRANSPORT. 
INC., 610 High St. Wisconsin Rapids. WI 
54494. Representative: Leonard Kofkin, 

39 S. LaSalle St., Chicago. IL 60603. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over regular routes, 
transporting general commodities 
(except those of unusual value, classes 
A and B explosives, household goods as 
defined by the Commission, 
commodities in bulk, and those requiring 
special equipment), between Stevens 
Point, WI, and Merrill, WI, from Stevens 
Point, over U.S. Hwy 51 to junction WI 
Hwy 64, then over WI Hwy 64 to Merrill, 
and return over the same route, serving 
all intermediate points, and the off-route 
points of Mosinee, Brokaw, Schofield, 


Rothschild, and Wausau, WI. (Hearing 
site: Wausau or Milwaukee, WI.) 

MC 113784 (Sub-84F), filed May 1. 

1979. Applicant: LAIDLAW 
TRANSPORT LIMITED, 65 Guise St., 
Hamilton, Ontario, Canada, L8L 4M1. 
Representative: David A. Sutherland, 
1150 Connecticut Ave., N.W., Suite 400 
Washington, DC 20036. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting iron and 
steel articles, and non-ferrous metals, 
between points in MI and NY. on the 
one hand, and on the other, points in DE, 
IL, IN, MD, MI, NJ, NY, OH. PA, WV, 
and DC. (Hearing site: New York, NY.) 

MC 113855 (Sub-483F), filed April 16, 
1979. Applicant: INTERNATIONAL 
TRANSPORT, INC., 2450 Marion Rd. SE. 
Rochester, MN 55901. Representative: 
Richard P. Anderson, 502 First National 
Bank Bldg., Fargo, ND 58126. To operate 
as a common carrier, by motor vehicle, 
in interstate or foreign commerce, over 
irregular routes, transporting (1) 
construction equipment, earth moving 
equipment, and material handling 
equipment, and (2) attachments, 
accessories, and parts for the 
commodities in (1) above, between 
White Marsh, MD. on the one hand, and, 
on the other, points in the United States 
(including AK, but excluding HI). 
(Hearing site: Washington, DC.) 

MC 115654 (Sub-139F), filed April 13, 
1979. Applicant: TENNESSEE 
CARTAGE CO.. INC., P.O. Box 23193, 
Nashville, TN 37202. Representative: 
Henry Seaton. 929 Pennsylvania Bldg., 
425 Thirteenth St., NW., Washington, 

DC 20004. To operate as a common 
carrier, by motor vehicle, in interstate or 
foreign commerce, over irregular routes, 
transporting canned and preserved 
foodstuffs, from the facilities of Heinz 
USA, Division of H. J. Heinz Company, 
at or near Fremont and Toledo, OH, to 
points in AL, GA, MS, and TN, restricted 
to the transportation of traffic 
originating at the named facilities and 
destined to the indicated destinations. 
(Hearing site: Pittsburgh, PA. or 
Nashville, TN.) 

MC 119974 (Sub-80F), filed April 18, 
1979. Applicant: LQL. TRANSIT 
COMPANY. A CORPORATION. 9459 
Advance St., Green Bay, WI 54304. 
Representative: L.F. Abel, P.O. Box 949, 
Green Bay, WI 54305. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (1) paper 
and paper products, and (2) cleaning 
compounds (except commodities in 
bulk), from Green Bay and Peshtigo, WI, 
to Kansas City, KS, and points in 1A, 
restricted to the transportation of traffic 


originating at the named origins and 
destined to the indicated destinations. 
(Hearing site: Chicago. IL, or Green Bay. 
WI.) 

MC 123075 (Sub-33F), filed April 16. 
1979. Applicant: SHUPE & YOST. INC., 
North U.S. 85 Bypass. P.O. Box 1123, 
Greeley, CO. 80631. Representative: 
Stuart L. Poelman, 700 Continental Bank 
Bldg., Salt Lake City, UT 84101. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) salt and salt products. 
and (2) animal and poultry feed, in 
mixed loads with the commodities 
named in (1) above, from Lake Point. 
UT, to points in KS, NE. ND. SD. CO, 
and WY. under continuing contracts(s) 
with Utah Salt Company, Inc., of Salt 
Lake City, UT. (Hearing site: Salt Lake 
City. UT, or Denver, CO.) 

MC 124154 (Sub-76F). filed April 16, 
1979. Applicant: WINGATE TRUCKING 
COMPANY. INC.. P.O. Box 645. Albany. 
GA 31702. Representative: W. Guy 
McKenzie, Jr., P.O. Box 1200, 
Tallahassee, FL 32302. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (1) 
containers and container parts, and (2) 
materials, equipment and supplies used 
in the manufacture of the commodities 
named in (1) above, (except 
commodities in bulk), between 
Homerville. GA. on the one hand, and, 
on the other, points in the United States 
(except AK and HI) (Hearing site: 
Atlanta or Albany, GA.) 

MC 124154 (Sub-77F), filed April 17. 
1979. Applicant: WINGATE TRUCKING 
COMPANY, INC., P.O. Box 645. Albany. 
GA 31702. Representative: W. Guy 
McKenzie. Jr.. P.O. Box 1200. 
Tallahassee, FL 32302. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (1) 
electrical appliances, equipment and 
parts, as defined by the Commission in 
Appendix VII to the Report in 
Descriptions in Motor Carrier 
Certificates, 61 M.C.C. 209, 283, (except 
commodities in bulk), and (2) materials 
used in the manufacture of the 
commodities in (1) above (except 
commodities in bulk), between the 
facilities of Gibson-Metalux 
Corporation, at or near Americus. GA, 
on the one hand, and. on the other, 
points in the United States (except AK 
and HI). (Hearing site: Atlanta or 
Albany. GA.) 

MC 125335 (Sub-56F), filed April 13. 
1979. Applicant: GOODWAY 
TRANSPORT. INC., P.O. Box 2283, York, 
PA 17405. Representative: Gailyn L 
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Larsen. P.O. Box 82816. Lincoln. NE 
68501. To operate as a common carrier , 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting canned foodstuffs, from the 
facilities of Campbell Soup Company, at 
or near Maxton, NC. to points in AL, FL 
CA. NC, SC. TN. VA, and DC. (Hearing 
site: Charlotte, NC, or Harrisburg. PA.) 

Note. —Dual operations may be involved. 

MC 125335 (Sub-57F). filed April 13. 
1979. Applicant: GOODWAY 
TRANSPORT. INC., P.O. Box 2283, York. 
PA 17405. Representative: Gailyn L. 
Larsen, P.O. Box 82816, Lincoln, NE 
68501. To operate as a common carrier , 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting such commodities as are 
dealt in by paint stores and paint supply 
houses (except commodities in bulk), 
from Chicago. 1L, to points in IA, MN, 

NE, ND, SD, WI. and KS (except Kansas 
City and Leavenworth, KS). (Hearing 
site: Chicago, IL or Harrisburg. PA.) 

Note.—Dual operations may be involved. 

MC 125335 (Sub-58F), filed April 17. 
1979. Applicant: GOODWAY 
TRANSPORT, INC., P.O. Box 2283, York, 
PA 17405. Representative: Gailyn L. 
Larsen,J*.0. Box 82816, Lincoln, NE 
68501. To operate as a common carrier , 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting meats, meat products and 
meat byproducts, and articles 
distributed by meat-packing houses, as 
described in sections A and C of 
Appendix I to the report in Descriptions 
in Motor Carrier Certificates, 61 M.C.C. 
209 and 766, (except hides and 
commodities in bulk), from the facilities 
of Dubuque Packing Company, at or 
near Denison, 1A, to points in AL, CT, 
DE. FL. GA. ME. MD, MA, NH, NJ. NY. 
NC. PA. RI, SC, TN. VT, VA. WV, and 
DC. (Hearing site: Omaha. NE, or 
Harrisburg, PA.) 

MC 126305 (Sub-115F), filed April 16, 
1979. Applicant: BOYD BROTHERS 
TRANSPORTATION CO.. INC., R. D. 1, 
Box 18. Clayton, AL 36016. 
Representative: George A. Olsen. P.O. 
Box 357, Gladstone, NJ 07934. To operate 
as a common carrier, by motor vehicle, 
in interstate or foreign commerce, over 
irregular routes, transporting lumber and 
lumber products, from Warren, AR, and 
El Paso, TX, to points in VA. (Hearing 
site: Montgomery or Birmingham, AL.) 

MC 126305 (Sub-116F), filed May 2. 
1979. Applicant: BOYD BROTHERS 
TRANSPORTATION CO., INC., Route 1, 
Box 18, Clay ton, AL 36016. 
Representative: George A. Olsen, P.O. 
Box 357, Gladstone, NJ 07934. To operate 
as a common carrier, by motor vehicle, 
in interstate or foreign commerce, over 


irregular routes, transporting waste 
paper, from points in AR, FL, GA. IL, LA. 
KY. LA, MS, MO, NC, SC, and TN, to the 
facilities of National Gypsum Co., at or 
near Anniston. AL. (Hearing site: 
Birmingham, or Montgomery, AL.) 

MC 128205 (Sub-71F). filed April 16, 
1979. Applicant: BULKMATIC 
TRANSPORT COMPANY, a 
corporation, 12000 South Doty Ave., 
Chicago, IL 60628. Representative: 
Arnold L. Burke, 180 North LaSalle St., 
Chicago, IL 60601. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting flour, in 
bulk, (1) from Hastings, MN, to points in 
WI. IL, IN, MI. KY. OH. IA. and MO, and 
(2) from Alton, IL, to points in WI, IA. 
MO, IN, MI. OH. MN, and KY. (Hearing 
site: Chicago. IL) 

MC 128205 (Sub-73F). filed April 16. 
1979. Applicant: BULKMATIC 
TRANSPORT COMPANY, a 
corporation, 12000 South Doty Ave., 
Chicago, IL 60628. Representative: 
Arnold L. Burke. 180 North LaSalle St., 
Chicago, IL 60601. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting flour, in 
bulk, from Buffalo, NY, to points in MA, 
PA. NJ, VA. WV. KY. OH, IN, MI, and 
EL. (Hearing site: Chicago, IL) 

MC 133095 (Sub-253F), filed April 16, 
1979. Applicant: TEXAS- 
CONTINENTAL EXPRESS, INC., P.O. 
Box 434, Euless. TX 76039. 
Representative: Hugh T. Matthews, 2340 
Fidelity Union Tower, Dallas, TX 75201. 
To operate as a common carrier, by 
motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting packaging materials used 
in the distribution and sale of alcoholic 
beverages. (1) from points in PA, to 
points in NJ, AR, IL, and CA, and (2) 
from points in IL, to points in NJ, LA, 

AR. and CA, restricted to the 
transportation of traffic originating at or 
destined to the facilities used by Hiram 
Walker, Inc. (Hearing site: Dallas, TX) 

MC 133655 (Sub-149F), filed May 1, 
1979. Applicant: TRANS-NATIONAL 
TRUCK, INC., P.O. Box 31300, Amarillo, 
TX 79120 Representative: Warren L. 
Troupe. 2480 E. Commercial Blvd., Fort 
Lauderdale, FL 33308. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (1) 
cellulose materials, cellulose products, 
paper and paper products, and (2) 
equipment, materials, and supplies used 
in the manufacture and distribution of 
the commodities in (1) above, between 
Los Angeles and Union City, CA. Salt 
Lake City, UT, and Phoenix, AZ, on the 


one hand, and, on the other, points in 
AL, AR. FL. GA, IL. IN. KS, KY, LA. MS. 
MO, NC. OH, OK. SC, TN. and TX. 
(Hearing site: Chicago, IL) 

MC 133805 (Sub-17F). filed March 16, 
1979. Applicant: LONE STAR 
CARRIERS. INC., Rt. 1, Box 48. Tolar, 

TX 76476. Representative: Harry F. 
Horak, Suite 115, 5001 Brentwood Stair 
Rd.. Ft. Worth. TX 76112. To operate as 
a common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting foodstuffs 
(except commodities in bulk, in tank 
vehicles), from the facilities used by The 
Coca-Cola Company Foods Division, in 
FL. to points in AZ, CA. CO. ID. MT, 

NV, NM. OR. UT, WA. and WY, 
restricted to the transportation of traffic 
originating at the named facilities and 
destined to the indicated destinations. 
(Hearing site: Jacksonville, FL or Ft. 
Worth, TX) 

Note.— Dual operations may be involved. 

MC 133805 (Sub-18F). filed April 16, 
1979. Applicant: LONE STAR 
CARRIERS, INC., Rt. 1. Box 48, Tolar, 

TX 76476. Representative: Harry F. 
Horak, Suite 115, 5001 Brentwood Stair 
Rd., Fort Worth, TX 76112. To operate as 
a common carrier, by motor vehicle, .in 
interstate or foreign commerce, over 
irregular routes, transporting canned 
and preserved foodstuffs, from the 
facilities of Heinz U.S.A., Division of H. 

J. Heinz Co., at or near Pittsburgh. PA, to 
points in AR, OK, and TX. restricted to 
the transportation of traffic originating 
at the named facilities and destined to 
the indicated destinations. (Hearing site 
Fort Worth, TX, or Pittsburgh. PA) 

MC 133805 (Sub-19F), filed April 16. 
1979. Applicant: LONE STAR 
CARRIERS. INC., Rt. 1, Box 48, Tolar. 

TX 76476. Representative: Harry F. 
Horak, Suite 115, 5001 Brentwood Stair 
Rd., Fort Worth, TX 76112. To operate as 
a common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting meats, 
meat products and meat byproducts, 
and articles distributed by meat - 
packing houses, as described in Sections 
A and C of Appendix 1 to the report in 
Descriptions in Motor Carrier 
Certificates, 61 M.C.C. 209 and 766, 
(except hides and commodities in bulk), 
from the facilities of MBPXL 
Corporation, at or near Dodge City. KS, 
to points in AL. CT, DE, FL, GA, ME, 

MD, MA, NH. NJ. NY. NC, PA. RI, SC. 
TN, VT, VA, and WV, restricted to the 
transportation of traffic originating at 
the named facilities. (Hearing site: 
Wichita, KS, or Fort Worth, TX) 

MC 134084 (Sub-8F), filed April 16, 
1979. Applicant: SHROCK TRUCKING. 
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INC.. P.O. Box 428. Hubbard, OR 97032. 
Representative: Lawrence V. Smart. Jr.. 
419 N.W. 23rd Ave., Portland. OR 97210. 
To operate as a common carrier ; by 
motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting lumber between points in 
OR and WA. (Hearing site: Portland. 

OR.) 

MC 134235 (Sub-16F). filed April 16. 
1979. Applicant: KUHNLE BROTHERS. 
INC.. P.O. Box 128, Chagrin Falls. OH 
44022. Representative: Kenneth T. 
Johnson. Bakers Trust Bldg., Jamestown, 
NY 14701. To operate as a common 
carrier by motor vehicle, in interstate or 
foreign commerce, over irregular routes, 
transporting solar salt, from Baltimore, 
MD, to points in CT, DE, KY, MA, NJ. 

NH, NC, OH. PA, Rl. SC, VT. VA. and 
WV. (Hearing site: Buffalo, NY.) 

MC 134235 (Sub-1 8F). filed May 1. 

1979. Applicant: KUHNLE BROTHERS, 
INC., P.O. Box 128, Chagrin Falls, OH 
44022. Representative: Kenneth T. 
Johnson, Bankers Trust Bldg., 

Jamestown, NY, 14701. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting salt, in 
bulk, from Cleveland, OH, to points in 
IN. KY, NY, PA, WV, and the lower 
peninsula of MI. (Hearing site: Buffalo, 
NY.) 

Note-—Dual operations may be involved. 

MC 135524 (Sub-23F), filed April 14. 
1979. Applicant: G. F. TRUCKING CO., a 
Corporation, P.O. Box 229,1028 West 
Rayen Ave., Youngstown, OH 44501. 
Respresentative: George Fedorisin, 912 
Salts Springs Rd., Youngstown, OH 
44509. To operate as a common carrier 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) conveyors, and 
conveyor systems, (2) parts and 
accessories for the commodities in (1) 
above, and (3) materials, equipment, 
and supplies used in the erection, 
installation and maintenance of the 
commodities in (1) above, between the 
facilities of Litton Unit Handling 
Systems, at or near Florence. KY. on the 
one hand, and, on the other, points in 
AL AR. CT, DE. GA. KY. LA. ME, MD, 
MA, MI, NH. NJ, NY. NC, PA, RI, SC, 

VT, VA, Wl, and DC. (Hearing site: 
Cincinnati or Columbus, OH.) 

MC 135874 (Sub-175F). filed April 11. 
1979. Applicant: LTL PERISHABLES. 
INC* 550 E. 5th St., So., So. St. Paul, MN 
55075. Respresentative: Paul Nelson 
(same address as applicant). To operate 
as a common carrier by motor vehicle, 
in interstate or foreign commerce, over 
irregular routes, transporting foodstuffs 
(except commodities in bulk), in vehicles 


equipped with mechanical refrigeration, 
from the facilities of (a) Continental 
Freezers of Illinois, and (b) U.S, Cold 
Storage, at Chicago, IL to points in PA. 
OH. KY, MI. IN. Wl. MN. ND. NE. SD. 
CO. KS, IA, and MO, restricted to the 
transportation of traffic originating at 
the named facilities and destined to the 
indicated destinations. (Hearing site: 
Chicago, IL.) 

MC 136545 (Sub-17F). filed April 13, 
1979. Applicant: NUSSBERGER BROS. 
TRUCKING CO.. INC., 929 Railroad St., 
Prentice, Wl 54556. Respresentative: 
Richard A- Westley, 4506 Regent St., 
Suite 100 Madison, Wl 53705. To operate 
as a common carrier, by motor vehicle, 
in interstate or foreign commerce, over 
irregular routes, transporting materials . 
equipment, and supplies used in the 
manufacture of hydraulic loading 
equipment (except commodities in bulk), 
from points in the United States (except 
AK, HI, IL, IN, OH, and the Lower 
Peninsula of MI), to the facilities of 
Omark Industries. Inc., at or near (a) 
Prentice, Wl, and (b) Zebulon, NC. 
(Hearing site: Milwaukee. WL or 
Chicago, IL) 

MC 138875 (Sub-160F), filed April 16. 
1979. Applicant: SHOEMAKER 
TRUCKING COMPANY, a Corporation, 
11900 Franklin Rd., Boise, ID 83705. 
Representative: F. L Sigloh (same 
address as applicant). To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting materials 
and supplies used in the manufacture 
and distribution of (a) buildings, in 
section, (b) motor homes, (c) 
recreational vehicles, and (d) trailers 
designed to be drawn by passenger 
automobiles, (except commodities in 
bulk), from points in Ml and OH, to 
points in OR and WA, restricted to the 
transportation of traffic originating at 
the indicated origins and destined to the 
indicated destinations. (Hearing site: 
Chicago. IL or Washington, DC.) 

MC 139615 (Sub-27F), filed April 17. 
1979. Applicant: D-R.S. TRANSPORT. 
INC., P.O. Box 29, Oskaloosa. LA 52577. 
Representative: Larry D. Knox. 600 
Hubbell Bldg., Des Moines. IA 50309. To 
operate as a common carrier by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting silica sand, from Oregon, 

IL to those points in the United States in 
and west of MN, IA, MO. AR. and LA 
(except AK and HI). (Hearing site: 
Kansas City, MO.) 

MC 140484 (Sub-40F), filed April 17. 
1979. Applicant: LESTER COCCINS 
TRUCKING, INC., 2671 E. Edison Ave.. 
P.O. Box 69, Fort Myers. FL 33902. 
Representative: Frank T. Day (same 


address as applicant). To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (1) 
petroleum . petroleum products, vehicle 
body sealer, and sound deadener 
compounds (except commodities in bulk, 
in tank vehicles), and filters, from the 
facilities of Quaker State Oil Refining 
Corporation, in Warren County, MS, to 
points in AL, CA, FL GA, IL IN. KY. 

011. SC. TN, and WV. and (2) (a) 
petroleum, petroleum products, vehicle 
body sealer, and sound deadener 
compounds except commodities in bulk, 
in tank vehicles), and filters, and (b) 
materials, equipment, and supplies used 
in the manufacture and distribution of 
the commodities in (1) above (except 
commodities in bulk, in tank vehicles), 
from points in AL, GA, IL IN, KY. OH, 
SC, and VA to the origin facilities in (1) 
above, restricted in both (1) and (2) to 
the transportation of traffic originating 
at or destined to the named facilities. 
(Hearing site: Washington. DC.) 

MC 141804 (Sub-212F), filed May 1. 
1979. Applicant: WESTERN EXPRESS. 
DIVISION OF INTERSTATE RENTAL 
INC., P.O. Box 3488, Ontario, CA 91761. 
Representative: Frederick J. Coffman 
(same address as applicant). To operate 
as a common carrier, by motor vehicle, 
in interstate or foreign commerce, over 
irregular routes, transporting copper rod 
and copper cathodes, from the facilities 
of Magma Copper Co., a subsidiary of 
Newmont Mining Corporation, at San 
Manuel. AZ. to points in the United 
States (except AK and HI). (Hearing 
site: Los Angeles or San Francisco, CA). 

MC 142715 (Sub-35F), filed April 17. 
1979. Applicant: LENERTZ. INC., P.O. 
Box 141. So. St. Paul, MN 55075. 
Representative: K. O. Petrick (same 
address as applicant). To operate as a 
common carrier by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting meats . 
meat products, and meat by-products . 
articles distributed by meat-packing 
houses, and commodities used by meat- 
pocking houses, as described in sections 
A, C. and D of Appendix I to the Report 
in Descriptions in Motor Carrier 
Certificates, 61 M.C.C. 209 and 766. 
(except commodities in bulk), between 
the facilities of (a) Lauridsen Foods, Inc., 
at or near Britt, IA. and (b) Armour and 
Company, at Mason City, LA, on the one 
hand, and. on the other, those points in 
the United States in and east of ND. SD. 
NE, CO. OK. and TX, restricted to the 
transportation of traffic originating at or 
destined to the named facilities. 

(Hearing site: Phoenix, AZ, or St. Paul. 
MN). 








52926 


Federal Register / Vol. 44, No. 177 / Tuesday, September 11, 1979 / Notices 


MC 142715 (Sub-37F). filed April 17, 
1979. Applicant: LENERTZ, INC., P.O. 

Box 141, So. St. Paul, MN 55075. 
Representative: K. O. Petrick (same 
address as applicant). To operate as a 
common carrier. by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting meats, 
meat products and meat by-products, 
and articles distributed by meat¬ 
packing houses, as described in sections 
A and C of Appendix I to the report in 
Descriptions in Motor Carrier 
Certificates, 61 M.C.C. 209 and 766, 
(except hides and commodities in bulk), 
from the facilities of Sunstar Foods, Inc., 
at South St. Paul, MN. to points in the 
United States in and east of ND, SD, NE, 
CO, OK. and TX (except MN, FL, ME, 
NH, and VT), restricted to the 
transportation of traffic originating at 
the named origin facilities and destined 
to the indicated destinations. (Hearing 
site: St. Paul, MN) 

MC 144364 (Sub-4F), filed April 16, 
1979. Applicant: ART BETZ, P.O. Box 
955, South Sioux City. NE 68776. 
Representative: Arthur J. Cerra, P.O. Box 
19251, 2100 Ten Main Center. Kansas 
City. MO 64141. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting meats, 
meat products and meat byproducts, 
and articles distributed by meat¬ 
packing houses, as described in Sections 
A and C of Appendix I to the report in 
Descriptions in Motor Carrier 
Certificates, 61 M.C.C. 209 and 766 
(except hides and commodities in bulk), 
from the facilities of Spencer Foods, Inc., 
at or near Schuyler and Fremont, NE. to 
points in CA. (Hearing site: Omaha, NE.) 

MC 145274 (Sub-2F). filed April 16, 
1979. Applicant: SERVICEWAY 
MOTOR FREIGHT. INC., P.O. Box 243, 
Alcoa. TN 37701. Representative: John 
G. Hardeman. 618 United American 
Bank Bldg., Nashville, TN 37219. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) containers and 
container ends, and (2) Materials and 
supplies used in the manufacture of the 
commodities named in (1) above, 
between the facilities of National Can 
Corporation, at Collierville, TN, on the 
one hand, and, on the other, points in 
AL. AR. GA, KY, LA, MS. NC, and SC. 
(Hearing site: Memphis, TN. or Chicago, 
IL.) 

MC 145445 (Sub-lF). filed April 12, 
1979. Applicant: RITCHIE L. HOWE 
d.b.a. HOWE TRUCKING, 13650 S.W. 24 
St., Ft. Lauderdale. FL 33325. 
Representative: (same as applicant). To 
operate as a common carrier, by motor 


vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting paper and paper products, 
from Mobile AL. to points in Broward, 
Dade, Duval, Orange. Palm Beach and 
Martin Counties, FL. (Hearing site: Ft. 
Lauderdale, FL.) 

MC 145595 (Sub-4F), filed April 18, 

1979. Applicant: WARREN G. 

GORMLEY, d.b.a. GORMLEY 
TRUCKING, 1607 W. Swan. Springfield, 
MO 65807. Representative: Larry D. 

Knox, 600 Hubbell Bldg.. Des Moines, IA 
50309. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) charcoal, fireplace logs, 
wood chips, and lighter fluid, (except 
liquid commodities in bulk), and (2) 
accessories for the commodities in (1) 
above from Meta, MO, to points in AZ, 
CA. CO. FL, GA, KS. MS, NE. NM, OK. 
OH, SD, TX, and WA. (Hearing site: 
Kansas City, MO.) 

MC 145905 (Sub-lF), filed May 1,1979. 
Applicant: Z. H. HURT ENTERPRISES. 
INC. d.b.a. MEX-CAL TRUCKLINE, P.O. 
Box 83, Bonita, CA 92009. 

Representative: William H. Shawn, 1730 
M St., N.W.. Washington, DC 20036. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting general commodities 
(except commodities of unusual value, 
classes A and B explosives, household 
goods as defined by the Commission, 
commodities in bulk, and those requiring 
the use of special equipment), between 
Los Angeles and San Diego. CA. and 
points in Imperial County, CA. (Hearing 
site: San Diego or Los Angeles. CA.) 

MC 146095 (Sub-2F), filed April 18, 
1979. Applicant: McGEE-BALLENGER 
TRUCKING CO., INC., P.O. Box 851, 
Mauldin. SC 29662. Representative: 
Edwin M. Snyder, 22375 Haggerty Rd., 
P.O. Box 400, Northfille, MI 48167. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting floor coverings, from the 
facilities of Dan River Mills. Inc., at 
Greenville, SC, to points in the United 
States in and west of MN, IA, MO, AR. 
and LA (except AK and HI), under a 
continuing contract(s) with Dan River 
Mills, Inc., of Greenville, SC. (Hearing 
site: Chicago, IL, or Washington, DC.) 

MC 146225 (Sub-2F), filed May 1.1979. 
Applicant: BECKER TRUCKING 
COMPANY, a Corporation, Box 217, 
Newton Falls, OH 44444. Representative: 
Paul F. Beery, 275 East State St., 
Columbus, OH 43215. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (1) scrap 


metal, in dump vehicles, between 
Cleveland, OH. on the one hand. and. on 
the other, points in WV and PA, and (2) 
slag, in dump vehicles, between 
Lordstown and Youngstown. OH, on the 
one hand, and, on the other, points in 
WV. (Hearing site: Columbus, OH.) 

Note.—Dual operations may be involved. 

MC 146764 (Sub-2F), filed April 16. 
1979. Applicant: S & T TRUCKLOAD. 
INC., 2527 NE 28th St., Fort Worth, TX 
76106. Representative: M. Ward Bailey. 
2412 Continental Life Bldg., Fort Worth, 
TX 76102. To operate as a contract 
carrier, by motor vehicle, in interstate or 
foreign commerce, over irregular routes, 
transporting (1) plastic articles, and (2) 
materials, equipment, and supplies used 
in the manufacture and distribution of 
the commodities in (1) above, between 
the facilities of Thompson Industries, 
Inc., at (a) Phoenix, AZ, (b) Tinton Falls, 
NJ, (c) Alexandria. VA, (d) City of 
Industry, CA. (e) Des Plaines. IL, (f) 

Forth Worth, TX, (g) Higginsville, MO, 

(h) Milford. NH, (i) Monroeville and Mt. 
Sterling, OH. (j) Renton. WA, (k) 
Sheveport, LA, and (1) Stone Mountain, 
GA, on the one hand, and. on the other, 
points in the United States (except AK 
and HI), under continuing contract(s) 
with Thompson Industries, Inc., of 
Phoenix. AZ. (Hearing site: Los Angeles, 
CA, or Phoenix, AZ.) 

MC 146815 (Sub-lF), filed April 17, 
1979. Applicant: ROLAND GIGUERE, 
d.b.a. GIGUERE & SON. Route 1 , Pownal 
Rd., Auburn, ME 04210. Representative: 

J. Michael May, Suite 508,1447 
Peachtree St., NE.. Atlanta, GA 30309. 

To operate as a contract carrier, by 
motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting bakery waste materials, 
and feed ingredients, in bulk, between 
the facilities of International Bakerage, 
Inc., at Carteret, NJ, on the one hand, 
and. on the other, points in CT and ME. 
under continuing contract(s) 
International Bakerage. Inc., of Atlanta, 
GA. (Hearing site: Atlanta. GA, or 
Washington, DC.) 

MC 147314 (Sub-lF), filed May 1,1979. 
Applicant: GARFIELD 
TRANSPORTATION SYSTEMS. INC., 
1426 Clark St., Montreal, Quebec, 
Canada H2X 2R3. Representative: Frank 
J. Weiner, 15 Court Square, Boston, MA 
02108. To operate as a common carrier, 
by motor vehicle, in foreign commerce 
only, over irregular routes, transporting 
[\] general commodities (except those of 
unusual value, classes A and B 
explosives, household goods as defined 
by the Commission, commodities in 
bulk, and those requiring special 
equipment), in containers or trailers, 
having a prior or subsequent movement 
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by water, between ports of entry on the 
international boundary line between the 
United States and Canada, in NY and 
VT. on the one hand, and, on the other, 
Weehawken, NJ; and (2) empty 
containers. trailers, and trailer chassis, 
from Weehawken, NJ, to ports of entry 
on the international boundary line 
between the United States and Canada, 
in NY and VT. (Hearing site: Boston, 

MA. or Montpelier, VT.) 

Passenger 

MC 105154 (Sub-12F), filed April 12, 
1979. Applicant: MOODY TRANS., INC, 
d.b.a. STAR VALLEY-JACKSON 
STAGES. P.O. Box 715, Rexburg. ID 
83440. Representative: Timothy R. 
Stivers. P.O. Box 162, Boixe, ID 83701. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting passengers and their 
baggage, in special and charter 
operations, between Idaho Falls, Rigby, 
Rexburg, Sugar City, Teton City, 

Tetonia. and Driggs. ID, on the one 
hand, and, on the other, Grand Targhee 
Ski Area, near Alta. WY, Jackson Ski 
Area, near Jackson, WY. and Teton 
Village Ski Area, near Wilson, WY. 
(Hearing site: Idaho Falls, ID.) 

Volume No. 144 

Decided: August 27,1979. 

By the Commission, Review Board Number 
2. Members Boyle, Liberman, and Eaton. 

MC 217 (Sub-24F), filed March 29, 

1979. Applicant: POINT TRANSFER, 
INC., 5075 Navarre Road. S.W., P.O. Box 
1441, Station C. Canton, OH 44708 
Representative: Henry M. Wick, Jr., 2310 
Grant Building, Pittsburgh, PA 15219. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) iron and steel articles, 
and (2) materials, equipment, and 
supplies used in the manufacture of iron 
and steel articles, (a) between points in 
Bucks and Cambria Counties, PA, on the 
one hand, and, on the other, points in IL, 
IN. KY. MI, OH. and WV. (b) between 
points in Cuyahoga, Lorain, Mahoning, 
Stark, and Trumbull Counties. OH. on 
the one hand, and, on the other, points 
in IL, IN, KY, MI. PA, and WV, (c) 
between points in Allegheny and 
Westmoreland Counties, PA, on the one 
hand, and. on the other, points in IL, IN, 
KY, Ml, OH, and WV. (d) between 
points in Cook and Will Counties; IL, on 
the one hand, and, on the other, points 
in IN. KY, MI. OH, PA. and WV, and (e) 
between points in Lake County, IN, on 
the one hand, and, on the other points in 
IL, KY. MO, OH, PA. and WV. (Hearing 
site: Pittsburgh. PA, or Washington, DC.) 


MC 21866 (Sub-113F), filed April 2. 
1979. Applicant: WEST MOTOR 
FREIGHT, INC., 740 S. Reading Avenue, 
Boyertown, PA 19512. Representative: 
Alan Kahn, 1920 Two Penn Center 
Plaza. Philadelphia, PA 19102. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) automotive accessories, 
automotive parts, and automotive 
supplies, and (2) materials, equipment, 
and supplies used in the installation and 
manufacture of the commodities named 
in (1) above, (except commodities in 
bulk), between the facilities of Wagner 
Electric Corporation, at (a) Boaz, AL, (b) 
Chicago, IL, (c) Florence, KY, (d) 
Berkeley and Wellston, MO, and (e) 
Black Mountain, NC, on the one hand, 
and, on the other, points in the United 
States (except AK and HI). (Hearing 
site: Washington, DC. or Philadelphia, 
PA.) 

MC 27817 (Sub-154F). filed March 29. 
1979. Applicant: H. C. GABLER, INC., R. 
D. #3. P.O. Box 220, Chambersburg, PA 
17201. Representative: Christian V. Graf, 
407 North Front Street. Harrisburg, PA 
17101. To operation as a common 
carrier, by motor vehicle, in interstate or 
foreign commerce, over irregular routes, 
transporting, canned and preserved 
foodstuffs, from the facilities of Heinz 
U.S.A., Division of Heinz Company, at 
or near a Pittsburgh, PA; (b) Holland, 

MI. and Fremont and Toledo, OH, to 
points in SC restricted to the 
transportation of traffic originating at 
the named origins and destined to the 
indicated destinations. (Hearing site: 
Washington, DC or Harrisburg. PA.) 

MC 28307 (Sub-25F), filed March 19, 
1979. Applicant: FREDRICKSON 
MOTOR EXPRESS CORPORATION, 

P.O. Box 21098. Charlotte, NC 28206. 
Representative: Loy J. Foster (same 
address as applicant). To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting glass 
containers and fiberboard containers, 
from Midway, NC, to Eden. NC. 

(Hearing site: Winston Salem, or 
Charlotte, NC.) 

MC 29886 (Sub-364F), filed March 28, 
1979. Applicant: DALLAS & MAVIS 
FORWARDING CO., INC., 4314 39th 
Avenue, Kenosha, WI 53142. 
Representative: Paul F. Sullivan, 711 
Washington Building, Washington. DC 
20005. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) trucks and truck 
chassis, in secondary movements, in 
driveaway service, and (2) parts and 
equipment for the commodities named 


in (1) above, from Chesapeake and 
Portsmouth, VA, to points in the United 
States (except AK and HI), restricted to 
the transportation of traffic 
manufactured at the facilities of A. B. 
Volvo. (Hearing site: Washington, DC.) 

MC 35807 (Sub-96F), filed March 2, 
1979. Applicant: WELLS FARGO 
ARMORED SERVICE CORPORATION. 
P.O. Box 4313, Atlanta, GA 30302. 
Representative: Steven J. Thatcher 
# (same address as applicant). To operate 
as a contract carrier, by motor vehicle, 
in interstate or foreign commerce, over 
irregular routes, transporting coin, 
currency, and securities, (a) between 
Omaha, NE, and points in NE, and (b) 
between Kansas City, MO. and points in 
MO. under continuing contract(s) with 
banks and banking institutions. (Hearing 
site: Kansas City, MO.) 

MC 39167 (Sub-14F), filed April 3. 

1979. Applicant: C. J. ROGERS 
TRANSPORTATION COMPANY, a 
corporation, 2947 Greenfield Road, 
Melvindale. MI 48122. Representative: 
Robert D. Schuler, 100 W. Long Lake 
Road, Suite 102, Bloomfield Hills. MI 
48013. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) automobile 
transmissions, automobile transmission 
parts . metal containers, and metal 
racks. (2) equipment, materials, and 
supplies used in the manufacture and 
distribution of the commodities named 
in (1) above, and (3) iron and steel 
scrap, between points in Batavia 
Township, OH, on the one hand, and on 
the other, points in the United States in 
and east of ND. SD. NE, KS. OK. and 
TX. (Hearing site: Lansing, or Detroit, 
MI.) 

MC 42487 (Sub-907F). filed April 2. 
1979. Applicant: CONSOLIDATED 
FREICHTWAYS CORPORATION OF 
DELAWARE, 175 Linfield Drive. Menlo 
Park, CA 94025, Representative: V. R. 
Oldenburg, P.O. Box 3062, Portland. OR 
97208. To operate as a common carrier, 
by motor vehicle, in*interstate or foreign 
commerce, over irregular routes, 
transporting general commodities 
(except those of unusual value, classes 
A and B explosives, household goods as 
defined by the Commission, 
commodities in bulk, those requiring 
special equipment, and green hides). (1) 
between Chattanooga, TN. and 
Nashville, TN, over Interstate Hwy 24, 

(2) betweem Nashville, TN and 
Memphis, TN. over Interstate Hwy 40, 

(3) between Memphis, TN, and Dallas, 
•TX; from Memphis over Interstate Hwy 
40 to Little Rock, AR, then over 
Interstate Hwy 30 to Dallas, and return 
over the same route, and (4) between 
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Dallas. TX. and junction Interstate Hwy 
20 and U.S. Hwy 290. over Interstate 
Hwy 20. serving intermediate points in 

(1) through (4) above, as alternate routes 
for operating convenience only in 
connection with carrier’s presently 
authorized regular route operations. 
(Hearing site: Washington, DC.) 

Note.—Applicant indicates intention to 
tack the sought rights with its existing 
authorities. 

MC 52437 (Sub-3F). filed March 26. 
1979. Applicant: SHIPPERS SERVICE * 
EXPRESS. INC., 7200 Fly Road. P.O. Box 
207. East Syracuse, NY 13057. 
Representative: Herbert M. Canter. 305 
Montgomery Street, Syracuse. NY 13202. 
To operate as a common carrier, by 
motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) frozen foodstuffs. and 

(2) commodities the transportation of 
which is otherwise exempt from 
economic regulation under 49 U.S.C. 

5 10526(a)(6) (formerly Section 203(b)(6) 
of the Interstate Commerce Act) in 
mixed loads with the commodities in (1), 
above, from Syracuse, NY. to points in 
CT. MA. ME. NH, RI and VT. (Hearing 
site: Syracuse. NY, or Washington DC.) 

MC 55896 (Sub-114F). filed April 4, 
1979. Applicant: R-W SERVICE 
SYSTEM, INC.. 20225 Goddard Road. 
Taylor. NO 48180. Representative: 

George E. Batty (same address a 
applicant). To operate as a common 
carrier . by motor vehicle, in interstate or 
foreign commerce, over irregular routes, 
transporting general commodities 
(except those of unusual value, classes 
A and B explosives, household goods as 
defined by the Commission, 
commodities in bulk and those requiring 
special equipment), from Chicago, IL, to 
the facilities of Montgomery Ward & 

Co., at or near Cincinnati. OH. (Hearing 
site: Chicago. IL. or Cincinnati. OIL) 

MC 60157 (Sub-30F). filed March 29. 
1979. Applicant: C. A. WHITE 
TRUCKING COMPANY, a corporation. 
5327 N. Central Expressway, Suite 310, 
Dallas, TX 75205. Representative: 
Bernard H. English, 6270 Firth Road, Fort 
Worth, TX 76116. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
Irregular routes transporting petroleum 
products and paints, in containers, from 
the facilities of Mobil Oil Corporation at 
Beaumont and Houston. TX, to points in 
LA. MS, and TX, restricted to the 
transportation of traffic having a prior or 
subsequent movement by water. 
(Hearing site: Dallas or Ft Worth, TX.) 

MC 63417 (Sub-19GF), filed March 29. 
1979. Applicant: BLUE RIDGE 
TRANSFER COMPANY. INC., P.O. Box 
13447, Roanoke, VA 24034. 


Representative: William E. Bain (9ame 
address as applicant). To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (1) animal 
feed, and animal feed ingredients. 
(except commodities in bulk), and (2) 
materials and supplies used in the 
manufacture and distribution of animal 
feed, (except commodities in bulk), from 
Hutchinson, KS. to points in AL, AR, CT, 
DE. FL.GA.IL, IN. KY. LA. ME. MD. 

MA. MI. MS, MO, NJ. NH. NY, NC, OH, 
OK. PA. RI. SC. TN. TX. VT, VA, WV. 
and DC. (Hearing site: Roanoke. VA. or 
Los Angeles, CA.) 

MC 69116 (Sub-230F), filed April 4, 
1979. Applicant: SPECTOR 
INDUSTRIES. INC., d.b.a. SPECTOR 
FREIGHT SYSTEM. 1050 Kingery 
Highway, Bensenville, IL 60106. 
Representative: Joel H. Steiner, 39 South 
LaSalle Street, Suite 600. Chicago, IL 
60603. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, transporting general 
commodities (except those of unusual 
value, classes A and B explosives, 
household goods as defined by the 
Commission, commodities in bulk, and 
those requiring special equipment), 
serving Medina, NY, as an off-route 
point in connection with the carrier’s 
otherwise authorized regular route 
operations. (Hearing site: Chicago, IL.) 

MC 95876 (Sub-275F). filed April 2. 
1979. Applicant: ANDERSON 
TRUCKING SERVICE. INC.. 203 Cooper 
Avenue North. St Cloud, MN 56301. 
Representative: Robert D. Gisvold 1000 
First National Bank, Minneapolis, MN 
55402. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting iron and steel articles, from 
the facilities of Armco, Inc. at Ashland. 
KY. to points in MN and IA- (Hearing 
site: Cincinnati, OH or Louisville. KY.) 

MC 100666 (Sub-452), filed March 26, 
1979. Applicant: MELTON TRUCK 
LINES. INC.. P.O. Box 7666. Shreveport, 
LA 71107. Representative: Wilburn L 
Williamson. Suite 615-East, The Oil 
Center, 2601 Northwest Expressway, 
Oklahoma City, OK 73112. To operate as 
a common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (1) 
agricultural construction and industrial 
equipment, and, (2) such merchandise as 
is dealt in or used by lawn care, garden 
care and leisure product dealers, from 
the facilities of Allis-Chalmers 
Corporation at or near (a) Port 
Washington and Milwaukee. W1 and (b) 
LaPorte. IN. to points in AL. AR. FL, GA, 
IL. IN, KY. LA. MI. MS. NM. NC, OH, 


OK. PA. SC, TN. TX. VA and WV. 
(Hearing site: Milwaukee. Wl.) 

MC 100666 (Sub-455F). filed April 2. 
1979. Applicant: MELTON TRUCK 
LINES, INC. P.O. Box 7666. Shreveport, 
LA 71107. Representative: Wilburn L 
Williamson. Suite 615-East. The Oil 
Center. 2601 Northwest Expressway, 
Oklahoma City, OK 73112. To operate as 
a common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting lumber. 
from the facilities of E. L. Bruce 
Hardwood Flooring Company at 
Nashville. TN. to points In IL. IN. IA, 

MN, VA. WV. and Wl. (Hearing site: 
Nashville, IN.) 

MC 102567 (Sub-222F). filed April 2. 
1979. Applicant: McNAIR TRANSPORT. 
INC.. 4295 Meadow Lane, P.O. Drawer 
5357, Bossier City. LA 71111. 
Representative: Joe C. Day. 13403 
Northwest Fwy.. Suite 130, Houston. TX 
77040. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) liquid plastic resins, in 
bulk, in tank vehicles, from the facilities 
of Chemetics Systems. Inc., at or near 
Monticello, AR, to points in the United 
States (except AK and HI), and (2) 
glycols, in bulk, in tank vehicles, in the 
reverse direction. (Hearing site: 
Houston. TX.) 

MC 102616 (Sub-990F}» filed April 2. 
1979. Applicant: COASTAL TANK 
LINES. INC., 250 North Clevcland- 
Massillon Road. Akron. OH 44313. 
Representative: David F. McAllister 
(same address as applicant). To operate 
as a common carrier, by motor vehicle, 
in interstate or foreign commerce, over 
irregular routes, transporting methanol, 
in bulk, in tank vehicles, from 
Circleville, OIL to Old Hickory, TN and 
Cape Fear. NC. (Hearing site: 
Washington. DC, or Philadelphia, PA.) 

MC 104896 (Sub-56F), filed April 2, 
1979. Applicant: WOMELDORF. INC„ 
P.O. Box G. Knox. PA 16232. 
Representative: James W. Patterson. 
1200 Western Savings Bank Bldg., 
Philadelphia. PA 19107. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting such 
commodities as are dealt in or used by 
manufacturers and distributors of 
containers (except commodities in bulk, 
in tank vehicles), between those points 
in the United States and east of MN. LA. 

MO. AR. and LA. restricted to the 
transportation of traffic originating at or 
destined to the facilities of Brockway 
Glass Company. Inc. (Hearing site: 
Philadelphia. PA.) 

MC 108587 (Sub-26F), filed March 18. 
1979. Applicant: SCHUSTER EXPRESS. 
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INC., 48 Norwich Ave., Colchester, CT 
06415. Representative: S. Harrison Kahn, 
Suite, 733 Investment Bldg., Washington, 
DC 20005. To operate as a common 
carrier, by motor vehicle, in interstate or 
foreign commerce, over irregular routes 
transporting general commodities, 
(except those of unusual value, classes 
A and B explosives, household goods as 
defined by the Commission, 
commodities in bulk, and those requiring 
special equipment), between points in 
MA, on the one hand, and, on the other, 
points in ME, NH, and VT. NOTE: 
Applicant intends to tack this authority 
with its authority presently held to serve 
points in MA over regular and irregular 
routes. Applicant now holds such 
authority in No. MC-108587 and Sub. 
Nos. 12 and 25 to provide service 
between points in MA, CT, a portion of 
RI, the lower tier of NY (including New 
York City), NJ. the eastern portion ofPA, 
portions of DE, MD. and DC (including 
the commercial zone of Washington, 

DC). (Hearing site: Hartford. CT. or 
Boston, MA.) 

MC 109026 (Sub-21 F), filed March 30, 
1979. Applicant: MANNING MOTOR 
EXPRESS, INC., P.O. Box 685, Glasgow, 
KY 37215. Representative: Walter 
Harwood, P.O. Box 15214, Nashville. KY 
37215. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting electric motor parts, 
between the facilities of General Electric 
Co., at or near Scottsville, KY, on the 
one hand, and. on the other hand, the 
facilities of (a) General Electric Co., at 
or near Tyler, TX, and (b) Sunstrand 
Compressor, at or near Bristol, VA. 
(Hearing site: Louisville. KY or 
Nashville, TN.) 

MC 109847 (Sub-29F), filed April 4. 
1979. Applicant: BOSS-UNCO UNES, 
INC., 3903 Genesee Street, 

Cheektowaga, NY 14225. Representative: 
Harold G. Hernly, Jr., 110 South 
Columbus Street, Alexandria, VA 22314. 
To operate as a common carrier, by 
motor vehicle, in interstate or foreign 
commerce, over regular routes, 
transporting general commodities 
(except those of unusual value, classes 
A and B explosives, household goods as 
defined by the Commission, 
commodities in bulk, and those requiring 
special equipment), between 
Binghamton and Albany, NY. over NY 
Hwy 7, serving the intermediate point of 
Oneonta, NY, and the off-route point of 
Amsterdam, NY. NOTE: Applicant 
indicates intention to tack this authority 
with its existing rights at Binghamton, 
Amsterdam, and Albany, NY, to serve 
points in WV, VA, PA. NJ. MD, OH, VA, 


NY, and New England. (Hearing site: 
Albany or New York, NY.) 

MC 111936 (Sub-16F), Tiled March 29, 
1979. Applicant: MURROWs 
TRANSFER, INC., P.O. Box 4095. High 
Point. NC 27263. Representative: George 
W. Clapp, P.O. Box 836, Taylors. SC 
29687. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting new furniture, from the 
facilities of Davis Cabinet Company at 
or near Nashville, TN. to points in AL, 
FL, GA. NJ, NY, NC, PA. SC. and VA. 
(Hearing site: Washington, DC, or 
Charlotte, NC.) 

MC 112617 (Sub-424F). filed April 2, 
1979. Applicant: LIQUID 
TRANSPORTERS. INC., 1292 Fern 
Valley Road, P.O. Box 21395, Louisville, 
KY 40221. Representative: Charles R. 
Dunford (same address as applicant). To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting petroleum, petroleum 
products, and chemicals, in bulk, 
between the facilities of Ashland Oil, 
Inc. located in (a) Boyd County, KY, (b) 
Lawrence County. OH. and (c) Wayne 
County, WV, on the one hand, and, on 
the other, those points in the United 
States in and east of MN, LA. MO, AR 
and LA. (Hearing site: Louisville, KY or 
Washington. DC). 

MC 114457 (Sub-491 F), filed March 19, 
1979, and previously published in the FR 
issue of July 27.1979. Applicant: DART 
TRANSIT COMPANY, a corporation. 
2102 University Avenue. St. Paul, MN 
55114. Representative: James H. Wills 
(same address as applicant). To operate 
as a common carrier, by motor vehicle, 
in interstate or foreign commerce, over 
irregular routes, transporting (1) paper 
and paper products, (2) plastic articles, 
and (3) equipment, materials . and 
supplies used in the manufaucture and 
distribution of the commodities in (1) 
and (2) above (except commodities in 
bulk and those which because of size or 
weight require the use of special 
equipment) between the facilities of Fort 
Howard Paper Company at or near 
Green Bay. WI, on the one hand, and, on 
the other, points in the United States 
(except AK, HI, WA, OR, ID. AZ, CA, 

NV, UT, NM, and WI), restricted to the 
transportation of traffic originating at or 
destined to the above-named facilities of 
Fort Howard Paper Company. (Hearing 
site: Washington, DC). 

Note.—The purpose of this republication is 
to amend the commodity description 

MC 114457 (Sub-497F), filed April 4. 
1979. Applicant: DART TRANSIT 
COMPANY, a corporation, 2102 
University Avenue. St. Paul. MN 55114. 


Representative: James C. Hardman, 33 
North LaSalle Street. Suite 2108, 

Chicago. IL 60602. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting metal 
container caps and enclosures, from 
Milwaukee. WI, to those points in the 
United States in and east of MT, WY, 
CO, and NM. (Hearing site: Philadelphia, 
PA. or Chicago, IL.) 

MC 114457 (Sub-496F), Tiled March 30, 
1979. Applicant: DART TRANSIT 
COMPANY, a corporation, 2102 
University Avenue, St. Paul, MN 55114. 
Representative: James H. Wills (same 
address as applicant). To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting meats, 
meat products and meat byproducts, 
articles, distributed by meat-packing 
houses, and such commodities as are 
used by meat packers in the conduct of 
their business when destined to and for 
use by meat packers, as described in 
sections A, C, and D of Appendix I to 
the report in Descriptions in Motor 
Carrier Certificates. 61 M.C.C. 209 and 
766, (except commodities in bulk), 
between the facilities of Lauridsen 
Foods, Inc., at or near Britt, LA, on the 
one hand, and, on the other, points in 
CT. DE. GA, IL, IN, KS, KY. ME. MD, 

MA, MI. MN. MO. NE. NJ. NH. NY. NC. 
ND, OH, PA, RI. SC. SD. TN. VT. VA. 
WV, WI, and DC. (Hearing site: Phoenix, 
AZ, or St. Paul. MN.) 

Volume No. 145 

Decided: August 24,1979. 

By the Commission, Review Board Number 
3, Members Parker. Fortier, and Hill. 

MC 117686 (Sub-253F), filed March 29, 
1979. Applicant: HIRSCHBACH MOTOR 
LINES, INC., P.O. Box 417, Sioux City, 

IA 51102. Representative: Robert A. 
Wichser (same addresss as applicant). 
To operate as a common carrier, by 
motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting meats, meat products and 
meat byproducts, and articles 
distributed by meat-packing houses, and 
such commodities as are used by meat 
packers in the conduct of their business 
when destined to and for use by meat 
packers, as described in sections A. C, 
and D of Appendix I to the report in 
Descriptions in Motor Carrier 
Certificates, 61 M.C.C. 209 and 766 
(except hides and commodities in bulk), 
between the facilities of Lauridsen 
Foods, Inc. at or near Britt, LA, on the 
one hand, and, on the other, points in 
AL, AR, AZ, CA, CO. FL, GA. ID. IA, KS, 
KY, LA, MN. MO. MS, MT, NE, NC, ND. 
NM. NV, OK, OR, SC. SD. TN. TX. UT. 
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WA, WI. and WY, restricted to the 
transportation of traffic originating at or 
destined to the facilities of Lauridsen 
Foods, Inc. (Hearing site: Minneapolis, 
MN, or Des Moines, IA.) 

Note._Dual operations may be involved 

MC 117686 (Sub-254F). filed March 30, 
1979. Applicant: HIRSCHBACH MOTOR 
LINES, INC.. P.O. Box 417. Sioux City. 

IA 51102. Representative: Robert A. 
Wichser (same address as applicant). To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) cloth and (2) materials 
and supplies used in the manufacture 
and distribution of goods produced from 
cloth, in mixed loads with cloth, from 
points in AL (except Eufaula, Lanett, 
Opelika and Sylacauga), AR (except 
Osceola). GA (except Atlanta, Augusta, 
Columbus, Decatur, Lindale, and Trion), 
KY (except Lawrenceburg and 
Louisville), MS (except Stonewall), NC 
(except Erwin, Greensboro. Haw River, 
Mount Holly, Salisbury and Yadkin), SC 
(except Graniteville, Greenville, 
Orangeburg', Rock Hill, and Ware 
Shoals). TN (except Centerville, 
Knoxville, Nashville. Memphis and 
Osceola) and TX (except Brenham and 
New Braunfels) to Le Mars, Sheldon, 
Sioux City. Spencer and Storm Lake, IA. 
(Hearing site: Omaha, NE or 
Washington. DC.) 

Note.—Dual opertioris are involved 

MC 117686 (Sub-255F), filed April 2, 
1979. Applicants HIRSCIIBACH MOTOR 
UNES. INC., P.O. Box 417, Sioux City. 

IA 51102. Representative: George L. 
Hirschback (same address as applicant). 
To operate as a common carrier, by 
motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting heating and cooling units, 
from Los Angeles. CA, to points in AZ, 
CO, IA, KS. MN, MO. NE. OK and WI. 
(Hearing site: Los Angeles or San 
Francisco. CA.) 

Note.—Dual operations are involved 

MC 118698 (Sub-20F), filed March 29. 
1979. Applicant: FERREE FURNITURE 
EXPRESS, INC., 252 Wildwood Road, 
Hammond. IN 46324. Representative: 
Carl L Steiner, 39 South LaSalle Street, 
Chicago. IL 60603. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting new 
furniture, from points in IN. MI. and OH. 
to Chicago. IL (Hearing site: Chicago, 

IL) 

MC 119176 (Sub-23F), filed March 29. 
1979. Applicant: THE SQUAW 
TRANSIT COMPANY, a corporation. 
P.O. Box 9368, Tulsa. OK 74107. 
Representative: Clayte Binion, 1108 


Continental Life Building, Fort Worth. 

TX 76102. To operate as a common 
carrier, by motor vehicle, in interstate or 
foreign commerce, over irregular routes, 
transporting (1) hydraulic cylinders, 
from Willits, CA. to points in the United 
States (except AK and HI), and (2) 
machinery, equipment, materials, and 
supplies used in the manufacture of 
hydraulic cylinders, in the reverse 
direction. (Hearing site: San Francisco, 
CA.) 

MC 119178 (Sub-24F), filed April 1, 

1979. Applicant: THE SQUAW 
TRANSIT COMPANY. P.O. Box 9368, 
Tulsa. OK 74107. Representative: Clayte 
Binion. 1108 Continental Life Building, 
Fort Worth. TX 76102. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (1) tubing 
from points in Milwaukee County. WI, 
tq points in the United States (except 
AK and HI), and (2) machinery, 
equipment, materials, and supplies 
(except commodities m bulk) used in the 
manufacture of the commodities 
described in (1). in the reverse direction. 
(Hearing site: Washington. D.C.) 

MC 119656 (Sub-56F), filed March 28. 
1979. Applicant: NORTH EXPRESS. 

INC., 219 Main Street, Winamac, IN 
46996. Representative: Donald W. Smith. 
P.O. Box 40248, Indianapolis. IN 46240. 
To operate as a common carrier, by 
motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting meats, meat products and 
meat byproducts, and articles 
distributed by meat-packing houses, as 
described in sections A and C of 
Appendix to the report in Descriptions 
in Motor Carrier Certificates. 61 M.C.C. 
209 and 766, (except hides and 
commodities in bulk), from the facilities 
of Wilson Foods Corp. at Logansport, 

IN, to Plainfield and points in Cook 
County, IL and points in OH, restricted 
to the transportation of traffic 
originating at the named origins and 
destined to the indicated destinations. 
(Hearing site: Dallas. TX, or Kansas 
City, MO.) 

MC 119777 (Sub-362F), filed March 28.* 
1979. Applicant: UGON SPECIALIZED 
HAULER, INC., Highway 85—East, 
Madisonville, KY 42431. Representative: 
Carl U. Hurst P.O. Box Drawer L 
Madisonville, KY 42431. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (l)(a) pipe, 
pipe fittings and pipe accessories, and 
(b) materials, equipment, and supplies 
used in the installation of the 
commodities named in (l)(a) above, 
from Henderson. KY. to those points in 
the United Staes in and east of MT, WY, 


CO. and NM. and (2) materials, 
equipment, and supplies used in the 
manufacture and distribution of the 
commodities named in (1) above, in the 
reverse direction. (Hearing site: 
Louisville. KY, or Nashville. TN.) 

MC 119777 (Sub-363F). filed March 28, 
1979. Applicant: LIGON SPECIALIZED 
HAULER. INC.. Highway 85—East, 
Madisonville, KY 42431. Representative: 
Carl U. Hurst, P.O. Drawer L 
Madisonville. KY 42431. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting materials, 
equipment, and supplies used in the 
manufacture and distribution of (a) self- 
propelled articles, and (b) machinery, 
tools, parts, and supplies for self- 
propelled articles, from points in AL 
AR. FL GA. IL IN. LA KS, LA MD. MI. 
MS. MO. NC, OH, OK. PA SC. TN. TX, 
VT. WI, and WV, to the facilities of 
FMC Corporation, Crane and Excavator 
Division, at Lexington, KY. (Hearing site: 
Louisville, KY, or Nashville, TN.) 

MC 119777 (Sub-364F), filed April 2. 
1979. Applicant: UGON SPECIALIZED 
HAULER, INC., Highway 85—East. 
Madisonville. KY 42431. Representative: 
Carl U. Hurst, P.O. Drawer L 
Madisonville. KY 42431. To operate as a 
common carrier, by motor vehicle, in 
interestate or foreign commerce, over 
irregular routes, transporting (1) 
paneling, board, and molding, and (2) 
materials, equipment and supplies used 
in connection with the manufacture or 
distribution of commodities described in 
(1) above, between the facilities of Pan- 
American Gyro-Tex Company at or near 
Jasper and Jacksonville. FL, on the one 
hand, and, on the other, those points in 
the United States in and east of ND, SD, 
NE, CO, NM and TX. (Hearing site: 
Jacksonville or Miami, FL). 

MC 119777 (Sub-365F). filed April 2, 
1979. Applicant: UGON SPECIAUZED 
HAULER, INC., Highway 85-East, P.O. 
Drawer L Madisonville, KY 42431. 
Representative: Carl U. Hurst (same 
address as applicant). To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (1) iron 
and steel articles, from Pine Bluff, AR. 
to points in the United States (except 
AK and HI), and (2) materials, 
equipment and supplies (except in bulk) 
used in the manufacture, or distribution 
of commodities named in (1) above, in 
the reverse direction. (Hearing site: 

Little Rock. AR or Memphis. TN.) 

MC 120427 (Sub-27F), filed April 2. 
1979. Applicant: W1LUAMS 
TRANSFER, INC., 2128 E. Highway 30. 
Grand Island, NE 68801. Representative: 
Kenneth F. Dudley, P.O. Box 279, 611 
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Church Street. Ottumwa. IA 5250L To 
operate as a common carrier,, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting, meats, meat products and 
meat byproducts, and article distributed 
by meat-packing houses as described in 
Sections A and C of Appendix 1 to the 
report in Descriptions in Motor Carrier 
Certificates. 61 M.C.C. 209 and 766. 
(except hides and commodities in bulk), 
from Fremont and Schuyler, NE. to 
points in CA. (Hearing site: Omaha, NE 
or Chicago, IL). 

MC 120646 (Sub-27F), Tiled April 4. 
1979. Applicant: BRADLEY FREIGHT 
LINES. INC., 35 Garfield Street. 
Asheville. NC 28603. Representative: 
Henry E. Seaton, 929 Pennsylvania Bldg, 
425 13th Street, N.W., Washington, DC 
20004. To operate as a common carrier , 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) new furniture, and (2) 
such commodities as are used in the 
manufacture of new furniture, between 
the facilities of Drexel Heritage 
Furnishings at or near Drexel. Marion. 
Morganton, Hildebran, Shelby. 
Mocksville, High Point. Black Mountain. 
Asheville, and Whittier. NC, on the one 
hand. and. on the other, points in AL, 

AR. DE, FL GA. IA. KS. LA. MD, MN. 
MS, NC, NE. NJ. OK, SC. TN. TX, and 
DC. (Hearing site: Asheville, NC.) 

MC 121626 (Sub-14F), filed March 29. 
1979. Applicant: BAYVIEW TRUCKING, 
INC., 7060 Florin-Perk ins Road. 
Sacrameto. CA 95828. Representative: 
Ann M. Pougiales, 100 Bush St., 21st 
Floor, San Francisco, CA 94104. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting foodstuffs, in vehicles 
equipped with mechanical refrigeration, 
(except com modi tes in bulk), from the 
facilities of Seneca Foods Corporation at 
Prosser, WA. to points in CA. (Hearing 
site: Portland, OR, or San Francisco, 

CA.) 

MC 121626 (Sub-15F), Tiled March 29. 
1979. Applicant: BAYVIEW TRUCKING. 
INC., 7000 Florin-Perkins Road, 
Sacramento, CA 95620. Representative: 
Ann M. Pougiales, 100 Bush St.. 21st 
Floor. San Francisco, CA 94104. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting inedible meats, inedible 
meat products, and inedible meat 
byproducts, from the facilities of 
Consolidated Pet Foods, Inc., at or near 
Amarillo. TX, to the facilities of Kal Kan 
Foods. Inc., at or near Vernon. CA. 
(Hearing site: Los Angeles. CA.) 


MC 123126 (Sub-5F), Tiled March 29. 
1979. Applicant: FRANKLIN BUS 
SERVICE. INC., 309 Roosevelt Street. 
Franklin, VA 23851. Representative: 
Lawrence E. Lindeman, 1032 
Pennsylvania Bldg., 42513th St.. NW., 
Washington, DC 20004. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting passengers 
and their baggage, in the same vehicle 
with passengers, in charter operations, 
beginning and ending at Suffolk. VA, 
and points in Brunswick, Greensville, 

Isle of Wight, Southampton, Surry, 
Sussex, Mecklenburg, and Lunenburg 
Counties. VA. and Hertford and Gates 
Counties, NC, and extending to those 
points in the United States in and east of 
MN. IA. KS, OK, and TX. (Hearing site: 
Emporia. VA.) 

MC 123407 (Sub-560F), Tiled March 28, 
1979. Applicant: SAWYER 
TRANSPORT, INC., Sawyer Center, Rt. 

1, Chesterton, IN 46304. Representative: 
H. E. Miller. Jr. (same address as 
applicant). To operate as a common 
carrier, by motor vehicle, in interstate or 
foreign commerce, over irregular routes, 
transporting (1) agricultural machinery 
and agricultural implements, and (2) 
parts and attachments for the 
commodities named in (1) above, from 
the facilities of Allis-Chalmers at 
LaPorte, IN, to points in the United 
States (except AK and HI). (Hearing 
site: Chicago, IL) ^ 

MC 124306 (Sub-57F), filed March 29. 
1979. Applicant: KENAN TRANSPORT 
COMPANY. INC., P.O. Box 2729. Chapel 
Hill, NC 27514. Representative: Richard 
A. Mehley, 1000 18th Street. N.W., 
Washington, DC 20036. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting dimethyl 
terephthaJate, in bulk, in tank vehicles, 
from the facilities of E.I. DuPont at Old 
Hickory, TN. to points in IN and OH. 
(Hearing site: Wilmington, DE, or 
Washington. DC.) 

MC 124997 (Sub-4F), Tiled April 2, 

1979. Applicant: R. F. TRUESDELL CO.. 
6515 Anno Avenue. Orlando, FL 32809. 
Representative: Paul M. Daniel!. P.O. 

Box 872. Atlanta. GA 30301. To operate 
as a contract carrier, by motor vehicle, 
in interstate or foreign commerce, over 
irregular routes, transporting (1) paper 
and paper products, from Krannert and 
Mead, GA. to points in AL AR, DE. FL 
GA, IL IN. KS. KY, LA. MD. MI. MO. 

* MS. NC. NJ. NY, OH, OK, PA, SC, TN, 

TX. VA, WI and WV, and (2) materials, 
equipment and supplies used in the 
production and distribution of the 
commodities described in (1) above, 
(except in bulk) in the reverse direction, 


under a continuing contract(s) with The 
Mead Corporation of Dayton, OH and 
Georgia Kraft Co., of Rome. GA. 

(Hearing site: Atlanta. GA.) 

MC 125777 (Sub-241 F). filed March 26, 
1979. Applicant: JACK CRAY 
TRANSPORT. INC., 4600 E.i5th Ave„ 
Gary, IN 46403. Representative: Allan C. 
Zuckerman, 39 S. LaSalle St.. Chicago. IL 
60603. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting culiet, in bulk, in dump 
vehicles, between points in IL CA. CO. 
CT. FL. GA. IN, KS. LA. MA. Mi. MN. 
MS. MO. NJ. NY. NC. OIL OK. OR. PA. 
TN, TX, VA, and WV. on the one hand, 
and. on the other, points in the United 
States (except AK and HI). (Hearing 
site: Chicago, IL) 

MC 128246 (Sub-39F). filed March 5. 
1979, and previously published in the 
Federal Register issue of July 16.1979. 
Applicant: SOUTHWEST TRUCK 
SERVICE, a corporation. P.O. Box AD, 
Watsonville, CA 95076. Representative: 
William F. King, Suite 400, Overlook 
Bldg., 6121 Lincolnia Road. Alexandria, 
VA 22312. To operate as a contract 
carrier, by motor vehicle, in interstate or 
foreign commerce, over irregular routes, 
transporting (1) such commodities as are 
dealt in by wholesale, retail and chain 
grocery and food business houses, and 
(2) equipment, materials and supplies 
(except in bulk) used in the conduct of 
such business, in vehicles equipped with 
mechanical refrigeration, from the 
facilities of Kraft. Inc. at or near Los 
Angeles and Ontario. CA. to points in 
AZ. CO. ID. MT. NV. NM. OR. UT, WA 
and WY, under a continuing contract(s) 
with Kraft. Inc. of Chicago, IL (Hearing 
site: Los Angeles. CA or Phoenix. AZ.) 

Note.—The purpose of this republication is 
to indicate NM as the destination point in lieu 
of MN. 

MC 128746 (Sub-49F), Tiled April 4. 
1979. Applicant: D‘AGATA NATIONAL 
TRUCKING COMPANY, a corporation, 
3240 South 61st Street, Philadelphia, PA 
19153. Representative: Edward J. Kiley, 
1730 M Street, N.W., Washington, DC 
20036. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting malt beverages, in 
containers, from the Falstaff Brewery at 
or near Cranston, RI. to points in NY, NJ, 
PA. DE. MD, VA, and DC. (Hearing site: 
Philadelphia, PA, or Washington, DC) 

MC 133526 (Sub-3F). Tiled April 2, 

1979. Applicant: DICKSON’S 
TRANSPORT AND COACH LINES 
(NAPANEE) LIMITED. 293 Dundas 
Street, West, Napanee. Ontario, Canada 
K7R 2B4. Representative: Hebert M. 
Canter, 305 Montgomery Street, 
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Syracuse. NY 13202. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (l)(a) 
fabricated steel and fabricated steel 
machinery, and (b) components, for the 
commodities named in (l)(a) above, and 
(2) materials, equipment, and parts for 
fabricated steel machinery, from ports of 
entry on the international boundary line 
between the United States and Canada 
at points in NY. MI, and MN, to points in 
IL, IN. MD. Ml. MN. NJ. NY. NC, OH, 

PA, SC, VA. and WV, restricted to the 
transportation of traffic originating in 
foreign commerce (Hearing site: 
Syracuse. NY, or Washington, DC.) 

MC 134286 (Sub-101 F), filed April 4, 
1979. Applicant: 1LL1NI EXPRESS, INC., 
P.O. Box 1564. Sioux City, IA 51102. 
Representative: Julie Humbert (same 
address as applicant). To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting chemicals, 
acids, solvents, and edible oils, in 
vehicles equipped with mechanical 
refrigeration (except in bulk), from the 
facilities of (a) Allied Chemical at or 
near Syracuse, NY, (b) Dow Chemical at 
or near Ludington, MI, (c) Burris 
Chemical at or near East Point, GA, (d) 
North Star Chemical at or near Pine 
Bend. MN. and (e) Standard Milling at or 
near Meta, MO, to the facilities of 
Warren-Douglas Chemical Company at 
or near Sioux City, IA, and Omaha, NE. 
(Hearing site: Sioux City, IA, or Omaha, 
NE.) 

MC 136246 (Sub-23F). filed April 2. 
1979. Applicant: GEORGE BROS. INC., 
P.O. Box 492. Sutton, NE 68979. 
Representative: Arlyn L Westergren. 
Suite 106, 7101 Mercy Road, Omaha, NE 
68106. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting iron and steel articles, from 
Midwest Steel. Division of National 
Steel Corporation, at Portage, IN, to 
points in LA. KS and NE. (Hearing site: 
Chicago, IL or Omaha, NE.) 

Note. —Duel operations are involved. 

Volume No. 146 

Decided: August 24,1979 

By the Commission, Review Board Number 
1. Members Carleton. Joyce, and Jones. 

MC 138157 (Sub-131F). Tiled April 2, 
1979. Applicant: SOUTHWEST 
EQUIPMENT RENTAL, INC., d.b.a. 
SOUTHWEST MOTOR FREIGHT, P.O. 
Box 9596, Chattanooga, TN 37412. 
Representative: Patrick E. Quinn (same 
address as applicant). To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting resin 


compound and acrylic plastic pellets, 
(except commodities in bulk), from 
Compton, CA, to those points in the 
United States in and east of ND, SD, NE, 
KS, OK, and TX. (Hearing site: Los 
Angeles. CA.) 

Note. —Dual operations may be involved. 

MC 138157 (Sub-132F). filed April 2, 
1979. Applicant: SOUTHWEST 
EQUIPMENT RENTAL. INC., d.b.a. 
SOUTHWEST MOTOR FREIGHT. P.O. 
Box 9596, Chattanooga, TN 37412. 
Representative: Patrick E. Quinn (same 
address as applicant). To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting wheels and 
parts for wheels, from the facilities of 
Cragar Industries, Inc., at Compton, CA, 
to those points in the United States in 
and east of ND, SD. NE, KS, OK, and 
TX. (Hearing site: Los Angeles. CA.) 

Note. —Dual operations may be involved. 

MC 139577 (Sub-35F). filed April 2, 
1979. Applicant: ADAMS TRANSIT, 

INC., P.O. Box 338, Friesland. W1 53935. 
Representative: Wayne W. Wilson, 150 
E. Gilman St., Madison, WI 53703. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) foodstuffs, from Ripon. 
WI, to those points in the United States 
in and east of ND, SD, NE, KS. OK. and 
TX. and (2) materials, equipment, and 
supplies used in the manufacture and 
distribution of foodstuffs, in the reverse 
direction, restricted to the transportation 
of traffic originating at the named 
origins and destined to the indicated 
destinations. (Hearing site: Oshkosh, or 
Madison, WI.) 

MC 141426 (Sub-21F), filed April 4. 
1979. Applicant: WHEATON CARTAGE 
CO., a corporation, Millville, NJ 08332. 
Representative: E. Stephen Heisley, 805 
McLachlen Bank Building. 666 Eleventh 
Street, N.W., Washington, DC 20001. To 
operate a9 a contract carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) paper and paper 
products . and (2) materials and supplies 
used in the manufacture of paper, 

(except commodities in bulk), from the 
facilities of Scott Paper Company at 
points in PA, to points in MA, OH, NY, 
CT. RI. VT, ME. NH. NJ, DE. MD. MI. 
and DC, under continuing contract(s) 
with Scott Paper Company of 
Philadelphia, PA. (Hearing site: New 
York, NY.) 

Note. —Dual operations may be involved. 

MC 143267 (Sub-61F). filed March 30, 
1979. Applicant: CARLTON 
ENTERPRISES. INC., 4588 State Route 
82, Mantua, OH 44255. Representative: 


Neal A. Jackson. 1155 15th Street, N.W., 
Washington, DC 20005. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting brick, from 
the facilities of Streator Brick Systems, 
Inc., at or near Streator, IL, to points in 
IN, MI, MO, OH and WI. (Hearing site: 
Cleveland, OH or Washington, DC.) 

MC 143267 (Sub-62F). filed March 30. 
1979. Applicant: CARLTON 
ENTERPRISES, INC.. 4588 State Route 
82, P.O. Box 520, Mantua. OH 44255. 
Representative: Neal A. Jackson, 1155 
15th Street, N.W., Washington. DC 
20005. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commeroe, over irregular routes, 
transporting (1) roofing, building and 
insulating materials, and (2) equipment 
and supplies used in the insulation of 
the commodities named in (1) above, 
from the facilities of GAF Corporation 
(1) at or near Joliet. IL, to points in IA, 
MI, and OH, and (2) at or near 
Baltimore, MD, to points in WV. 
(Hearing site: Cleveland, OH or 
Washington, DC.) 

MC 143696 (Sub-15F), filed March 19, 
1979. Applicant: AMERICAN 
INDUSTRIAL TRANSPORTATION, 
INC., P.O. Box 1416, Henderson, TX 
75652. Representative: Hugh T. 
Matthews. 2340 Fidelity Union Tower, 
Dallas, TX 75201. To operate as a 
contract carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (1) metal 
costings, and machined metal 
forgings.{2) machinery, and (3) vehicle 
parts and vehicle accessories, between 
points in Dallas and Rockwall Counties, 
TX, on the one hand, and. on the other, 
points in the United States (except AK 
and HI), under continuing contract(s) 
with Prior Products, Inc., of Dallas, TX. 
(Hearing site: Dallas, TX.) 

MC 144127 (Sub-2F), filed April 4. 
1979. Applicant: R & A TRUCKING CO., 
a corporation. 7929 San Leandro Street. 
Oakland, CA 94Q21. Representative: 
Eldon M. Johnson, 650 California Street 
Suite 2808, San Francisco, CA 94108. To 
operate as a contract carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting pig iron, from Oakland , 
CA, to points in OR, and WA. under 
continuing contract(s) with Miller and 
Company of Torrance, CA. (Hearing 
site: San Francisco or Oakland. CA.) 

MC 144247 (Sub-5F). filed March 30. 
1979. Applicant: DOWNEY 
ENTERPRISES, INC., 31706 Coast 
Highway, South Laguna, CA 92647. 
Representative: Donald J. Quinn, Suite 
900,1012 Baltimore, Kansas City, MO 
64105. To operate as a contract carrier, 
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by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting such commodities are as 
dealt in by grocery stores, from Chicago 
and Momence. IL Kansas City, KS. 
Cincinnati OH. and Jackson. TN. to 
points in AZ. CA, CO. ID. OR, UT and 
WA, under continuing contract(s) with 
The Procter & Gamble Distributing 
Company, of Cincinnati, OH. (Hearing 
site: Cincinnati OH or New York City. 
NY.) 

MC 144557 (Sub-lOF). hied April 4, 
1979. Applicant: HUDSON 
TRANSPORTATION. INC., P.O. Box 
847, Troy, AL 36081. Representative: 
William P. Jackson, Jr.. 3426 N. 
Washington Blvd., P.O. Box 1240, 
Arlington. VA 22210. To operate as a 
common carrier , by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting sugar 
(except in bulk), from the facilities of 
Godchaux-Henderson Sugar Co.. Inc., at 
or near Reserve and Kenner. LA. to 
points in AL. AR, FL, GA. IL. IA. IN. KS, 
KY. ML MS. MO. NC. NE. OH. OK. SC, 
TN. TX, VA. WI. and WV. (Hearing site: 
New Orleans. LA). 

Note.—Dual operations may be involved. 

MC 144827 (Sub-26F). filed March 26, 
1979. Applicant: DELTA MOTOR 
FREIGHT, INC., 2877 Farrisview, 
Memphis. TN 38118. Representative: R. 
Connor Wiggins. Jr.. Suite 909,100 North 
Main Bldg., Memphis, TN 38108. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) automotive wreckers 
and towing equipment and (2) parts for 
the commodities named in (1) above, 
from Newborn, TN, to points in the 
United States (except AK and HI). 
(Hearing site: Atlanta. GA, or Memphis. 
TN.) 

MC 144927 (Sub-18F), filed April 4. 
1979. Applicant: REMING TON 
FREIGHT LINES, INC.. Box 315. U.S. 24 
West Remington. IN 47977. 
Representative: Warren Co. Moberly. 

320 North Meridian Street, #777, 
Indianapolis. IN 46204. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting malt 
beverages. (1) from St. Louis. MO. to 
Columbus. OH. Chicago, IL and points 
in CT, DE. MA. NH. NJ. NY, PA. Rl. and 
VT. (2) from Columbus, OH. to Chicago, 
IL, and points in CT, DE. MA. MO. NR 
NJ. PA, Ri NY. and VT. and (3) from 
Newark. NJ. to points in IA, IL, IN, KY. 
MI f MO. NY. OH, PA. and WV. (Hearing 
site: Indianapolis, IN. or Chicago. IL) 

MC 145276 (Sub-5F), filed March 29. 
1979. Applicant: MINNESOTA 


EXPRESS. INC., 2400 Trott Ave. S.W., 
P.O. Box 427. Willmar, MN 56201. 
Representative: Stanley C. Olsen, Jr. t 
Suite 329, 4601 Excelsior Blvd., 
Minneapolis, MN 55416. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting [\)film 
and (2) theater supplies when moving in 
mixed shipments with film, between 
Minneapolis MN, on the one hand. and. 
on the other, points in SD. (Hearing site: 
Sioux Falls. SD.) 

Note.—Dual operations may be involved. 

MC 145577 (Sub-4F). filed April 4. 

1979. Applicant: GULLETT-GOULD. 
LTD., P.O. Box 406, Union City. IN 47390. 
Representative: Jerry B. Seilman, 50 
West Broad Street. Columbus. OH 
43215. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting dry animal feed from 
Dayton and Lewisburg. OH, to points in 
CA. AZ. NV. OR. WA. ID. and MT. 
(Hearing site: Columbus. OH. or 
Washington, DC.) 

MC 145676 (Sub-3F), filed March 30, 
1979. Applicant: JOHN BRE1TWEISER 
TRUCKING, INC., R.R. #1, Dow, IL 
62022. Representative: Robert T. Lawley, 
300 Reisch Bldg., Springfield, IL 62701. 

To operate as a contract carrier, by 
motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting carbonated beverages and 
flavored syrups, (a) from Granite City, 

IL to points in AR. IN. KS, KY. MO, and 
TN, and fb) from Lenexa. KS and 
Memphis, TN. to Granite City, IL under 
continuing contract(s) with Shasta 
Beverages, a Div. of Consolidated Foods 
Company, of Hayward. CA. (Hearing 
site: St. Louis, MO. or Chicago, IL) 

MC 145976 (Sub-2F). filed March 30. 
1979. Applicant: C & Y LEASING 
CORPORATION, P.O. Box 9426, Casper, 
WY 82609. Representative: Edward A. 
0‘Donnell. 1004-29th Street. Sioux City. 
IA 51104. To operate as a common 
earner, by motor-vehicle, in interstate or 
foreign commerce, over irregular routes, 
transporting machinery, equipment, 
materials, supplies, and facilities used 
in. or incidental to. or in connection 
with, the discovery, development, 
production, refining, manufacture, 
processing, storage, transmission and 
distribution of natural gas. petroleum, 
petroleum products, petroleum 
byproducts, electrical energy, ore, coal, 
and geothermal and nuclear resources, 
(except drilling rigs), between points in 
CO. ID. MT. NE, NV. NM. ND, SD, WY. 
and UT. (Hearing site: Casper, WY, or 
Denver. CO.) 

MC 146178 (Sub-6F). filed April 2. 

1979. Applicant: J & L TRANSPORT, 


INC., Route 1-Box 306, Almond. Wl 
54909. Representative: Wayne W. 
Wilson, 150 E. Gilman Street, Madison, 
WI 53703. To operate as a common 
carrier, by motor vehicle, in interstate or 
foreign commerce, over Irregular routes, 
transporting such commodities as are 
manufactured, processed, sold, used, 
distributed or dealt in by manufacturers, 
converters, and printers of paper and 
paper products (except commodities in 
bulk), from points in Portage and Wood 
Counties, WI. to points in AZ. CA, CO, 
ID. MT, NM. NV. OR. UT, WA and WY. 
(Hearing site: Madison or Stevens Point, 
WT.) 

MC 146187 (Sub-6F), filed April 2. 

1979. Applicant: THE TEN WHEELERS. 
INC., Route 2, Gregory Road. 

Greenback. TN 37742. Representative: 
Edward C. Blank. II. P.O. Box 1004, 
Columbia, TN 38401. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting wood and 
aluminum stepladders, from the 
facilities of the Davidson Manufacturing 
Corp. at Nashville, TN, to points in AL 
AR, FL. GA, IL IN. KY. LA. MD, MS. 
MO. NC. OH. PA, SC. TX. VA and WV. 
restricted to the transportation of traffic 
originating at the named origin and 
destined to the indicated destinations. 
(Hearing site: Nashville. TN or 
Louisville. KY.) 

MC 146187 (Sub-llF). filed April 2. 
1979. Applicant: THE TEN WHEELERS. 
INC., Rt. 2. Gregory Road. Greenback* 
TN 37742. Representative: Edward C. 
Blank. II. P.O. Box 1004, 005 South 
Garden St., Columbia, TN 38401. To 
operate as a common carrier, by motor 
vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (a) electroless nickel 
plating solution and (b) materials used 
in the manufacture of the commodities 
described in (b) above, from the 
facilities of Elnic of Tennessee. Inc., of 
Nashville. TN. to points in IL LA, LA, 
MN. NV. NY, OK. Rl and TX. and (2) 
from Rochester. NY. and Chicago. IL to 
the facilities of Elnic of Tennessee. Inc„ 
of Nashville. TN. restricted to the 
transportation of traffic originating at 
the named origins and destined to the 
indicated destinations. (Hearing site: 
Nashville or Knoxville. TN.) 

MC 146187 (Sub-5F). filed April 3. 

1979. Applicant: THE TEN WHEELERS, 
INC.. Route 2. Gregory Road, 

Greenback, TN 37742. Representative: 
Edward C. Blank. II. P.O. Box 1004, 
Columbia. TN 38401. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (1) dry 
cleaning and laundry equipment and 
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materials and supplies for dry cleaning 
and (except commodities in bulk and 
those which by reason of their size or 
weight require the use of special 
equipment), and (2) parts for the 
commodities named in (1) above (except 
commodities which by reason of their 
size or weight require the use of special), 
from the facilities of W. M. Cissell 
Manufacturing Company at (a) 

Louisville, KY. and (b) Cincinnati, OH, 
to points in AZ, CA, FL, GA, NV, NM, 
OR. TX, UT and WA, restricted to the 
transportation of traffic originating at 
the above named origins and destined to 
the indicated destination. (Hearing site: 
Nashville. TN or Louisville, KY.) 

MC 146336 (Sub-4F). filed March 30. 
1979. Applicant: WESTERN 
TRANSPORTATION SYSTEMS, INC., 
902 Avenue N, Grand Prairie, TX 75050. 
Representative: E. Larry Wells. P.O. Box 
45530. Dallas, TX 75245. To operate as a 
contract carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (1) 
uncrated xerox copying machines and 
word processing machines, and (2) 
materials, supplies, and parts used in 
the manufacture, installation, and 
distribution of the commodities named 
in (1) above, between El Paso, TX, on 
the one hand. and. on the other, points 
in NM, under continuing contract(s) with 
Xerox Corporation of Arlington, TX. 
(Hearing site: Dallas, TX.) 

MC 146947 (Sub-lF), filed March 26. 
1979. Applicant: COMMODITY 
TRANSPORT. INC.. P.O. Box 40248, 
Indianapolis, IN 46240. Representative: 
Donald W. Smith (same address as 
applicant). To operate as a contract 
carrier, by motor vehicle, in interstate or 
foreign commerce, over irregular routes, 
transporting scrap metal in dump 
vehicles, between points in IL, IN, LA, 
KY. MD, MI, MN, MO, NE, OH. PA. TN. 
WV, and WI, under continuing 
contract(s) with A. Borinstein, Inc. of 
Indianapolis, IN. (Hearing site: 
Indianapolis, IN.) 

MC 147137F. filed March 29.1979. 
Applicant: BARNETS MILL ELEVATOR. 
INC., 1619 Bamets Mill Road, Camden, 
OH 45311. Representative: David A. 
Turano, 100 East Broad Street, 

Columbus. OH 43215. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting soy bean 
meal, in bulk, from the facilities of 
Cargill, Inc., at or near Sidney, OH, to 
those points in the United States north 
and east of WI. IL, KY, TN. and NC. 
(Hearing site: Columbus, OH, or 
Washington, DC.) 

MC 147907F, filed March 7,1979. 
Applicant: WHITE’S GARAGE. INC., 39 


Felton Street, Waltham, MA 02154. 
Representative: John F. O’Donnell, P.O. 
Box 238, Milton, MA 02187. To operate 
as a common carrier, by motor vehicle, 
in interstate or foreign commerce, over 
irregular routes, transporting used motor 
vehicles (except in driveaway service), 
between points in Worcester, 

Middlesex, Essex, Suffolk, Norfolk. 
Plymouth, and Bristol Counties, MA, on 
the one hand, and, on the other, points 
in the United States (except AK and HI). 
(Hearing site: Boston. MA.) 

Agatha L. Mergenovich, 

Secretary. 

(PR Doc 79-28163 Filed 8-10-79: 8:45 ara| 

BILUNG CODE 7035-01-M _ 

(Permanent Authority Decisions Volume 
No. 148] 

Permanent Authority Decisions; 
Decision-Notice 

Decided. August 24.1979. 

The following applications filed on or 
before February 28,1979, are governed 
by Special Rule 247 of the Commission’s 
Rules of Practice (49 CFR § 1100.247). 

For applications filed before March 1, 
1979, these rules provide, among other 
things, that a protest to the granting of 
an application must be filed with the 
Commission within 30 days after the 
date notice of the application is 
published in the Federal Register. 

Failure to file a protest, within 30 days, 
will be considered as a waiver of 
opposition to the application. A protest 
under these rules should comply with 
Rule 247(e)(3) of the Rules of Practice 
which requires that it set forth 
specifically the grounds upon which it is 
made, contain a detailed statement of 
protestant’s interest in the proceeding, 
(as specifically noted below), and shall 
specify with particularity the facts, 
matters, and things relied upon, but 
shall not include issues or allegations 
phrased generally. A protestant should 
include a copy of the specific portions of 
its authority which protestant believes 
to be in conflict with that sought in the 
application, and describe in detail the 
method—whether by joinder, interline, 
or other means—by which protestant 
would use such authority to provide all 
or part of the service proposed. 

Protests not in reasonable compliance 
with the requirements of the rules may 
be rejected. The original and one copy 
of the protest shall be filed with the 
Commission, and a copy shall be served 
concurrently upon applicant's 
representative, or upon applicant if no 
representative is named. If the protest 
includes a request for oral hearing, such 
request shall meet the requirements of 
section 247(e)(4) of the special rules and 


shall include the certification required in 
that section. 

On cases filed on or after March 1. 
1979, petitions for intervention either 
with or without leave are appropriate. 

Section 247(f) provides, in part, that 
an applicant which does not intend 
timely to prosecute its application shall 
promptly request that it be dismissed, 
and that failure to prosecute an 
application under the procedures of the 
Commission will result in its dismissal. 

If applicant has introduced rates as an 
issue it is noted. Upon request an 
applicant must provide a copy of the 
tentative rate schedule to any 
protestant. 

Further processing steps will be by 
Commission notice, decision, or letter 
which will be served on each party of 
record. Broadening amendments will not 
be accepted after the date of this 
publication . 

Any authority granted may reflect 
administratively acceptable restrictive 
amendments to the service proposed 
below. Some of the applications may 
have been modified to conform to the 
Commission's policy of simplifying 
grants of operating authority. 

Findings 

With the exceptions of those 
applications involving duly noted 
problems (e.g., unresolved common 
control, unresolved fitness questions, 
and jurisdictional problems) we find, 
preliminarily, that each common carrier 
applicant has demonstrated that its 
proposed service is required by the 
public convenience and necessity, and 
that each contract carrier applicant 
qualifies as a contract carrier and its 
proposed contract carrier service will be 
consistent with the public interest and 
the transportation policy of 49 U.S.C. 

§ 10101. Each applicant is fit, willing, 
and able properly to perform the service 
proposed and to conform to the 
requirements of Title 49. Subtitle IV, 
United States Code, and the 
Commission’s regulations. Except where 
specifically noted this decision is neither 
a major Federal action significantly 
affecting the quality of the human 
environment nor a major regulatory 
action under the Energy Policy and 
Conservation Act of 1975. 

In those proceedings containing a 
statement or note that dual operations 
are or may be involved we find, 
preliminarily and in the absence of the 
issue being raised by a protestant, that 
the proposed dual operations are 
consistent with the public interest and 
the transportation policy of 49 U.S.C. 

§ 10101 subject to the right of the 
Commission, which is expressly 
reserved, to impose such conditions as it 
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finds necessary to insure that 
applicant’s operations shall conform to 
the provisions of 49 LJ.S.C. § 10930(a) • 
(formerly section 210 of the Interstate 
Commerce Act). 

In the absence of legally sufficient 
protests, filed on or before October 11, 
1979 (or, if the application later becomes 
unopposed), appropriate authority will 
be issued to each applicant (except 
those with duly noted problems) upon 
compliance with certain requirements 
which will be set forth in a notification 
of effectiveness of this decision-notice. 
To the extent that the authority sought 
below may duplicate an applicant’s 
existing authority, such duplication shall 
not be construed as conferring more 
than a single operating right. 

Applicants must comply with all 
specific conditions set forth in the grant 
or grants of authority within 90 days 
after the service of the notification of 
the effectiveness of this decision-notice, 
or the application of a non-complying 
applicant shall stand denied. 

By the Commission, Review Board Number 
3 Members Parker. Fortier, and Mill. 

Agatha L. Mergenovich, 

Secretory. 

MC 41406 (Sub-12lF), filed February 
28,1979. Applicant: ARTIM 
TRANSPORTATION SYSTEM, INC., 
7105 Kennedy Avenue, Hammond, IN 
46323. Representative: Wade H. Bourdon 
(same address as applicant). To operate 
as a common carrier, by motor vehicle, 
in interstate or foreign commerce, over 
irregular routes, transporting iron and 
steel articles, and stationary highway 
products, between Columbus, OH, on 
the one hand, and, on the other, points 
in the United States (except AK and HI). 
(Hearing site: Columbus, OH, or 
Chicago. IL.) 

MC 86247 (Sub-16F), filed January 10. 
1979. Applicant: I.C.L. 

INTERNATIONAL CARRIERS 
LIMITED, 1333 College Avenue, 

Windsor. Ontario. Canada. 
Representative: Joseph P. Allen, 7701 W. 
Jefferson. P.O. Box.09259. Detroit, MI 
48209. To operate as a common carrier, 
by motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting, aluminum scrap and steel 
scrap, in bulk, in dump vehicles, from 
ports of entry on the International 
Boundary line between the United 
States and Canada, at Detroit and Port 
Huron, MI, to Toledo. Sandusky, and 
Cleveland, OH, Gary, IN and Chicago. 

IL. The purpose of this application is to 
substitute a single line service, for which 
one of the carriers has dropped out of 
the two line service. (Hearing site: 

Detroit, Ml or Washington. DC.) 


Note.—Applicant states tacking is 
authorized at Detroit and Port Huron. MI with 
carriers authority in MC 88247. MC 88247 Sub 
3. and MC 86247 Sub 4. 

MC 95466 (Sub-7F), filed December 20. 

1978, and previously noticed in the 
Federal Register issue of April 6,1979. 
Applicant: DATTCO, INC.. 99 
Newington Ave., New Britain. CT 06051. 
Representative: W. C. Mitchell, 370 
Lexington. Ave., New York, NY 10017. 

To operate as a common carrier, by 
motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting passengers and their 
baggage, in the same vehicle with 
passengers, in special and charter 
operations, between Bridgeport, 
Hartford, Meriden, Middletown, New 
Haven, and Stamford, CT, Springfield. 
MA, and New Rochelle, NY, on the one 
hand, and, on the other, points in the 
United States, (including AK. but 
excluding HI), restricted to the 
transportation of traffic performed for 
passenger brokers. (Hearing site: 
Hartford, CT.) 

Note.—This republication is to show a 
radial movement and impose the restriction. 

MC 113646 (Sub-18F), filed February 
23,1979, and previouslu noticed in the 
Federal Register issue of June 6,1979. 
Applicant: JEFFERSON TRUCKING 
COMPANY. P.O. Box 17, National City, 
MI 48748. Representative: William B. 
Elmer, 21635 East Nine Mile Road, St. 
Clair Shores, Ml 48080. To operate as a 
contract carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting building 
materials, and materials and supplies 
used in the manufacture, distribution, 
and installation of the aforenamed 
commodities (except commodities in 
bulk), between Newark, OH, on the one 
hand, and, on the other, points in AL, 

AR. FL GA. KS, LA. MA. OK. NE. ND, 
SC, and SD. under a continuing 
contract(s) with Tectum, Inc., of 
Newark. OH. (Hearing site: Charlotte, 
NC) 

Note.—This republication to show 
contracting shipper. 

MC 133937 (Sub-3lF), filed January 29, 

1979. Applicant: CAROLINA CARTAGE 
COMPANY, INC., 1638 East Vesta Drive, 
Atlanta, GA 30337. Representative: 

Henry P. Willimon, P.O. Box 1075, 
Greenville. SC 29602. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (1) office 
supplies, office machines, office 
equipment, paper articles, printed 
matter, and (2) leather goods, shoe 
polish, shoe laces, and materials used in 
the manufacture of wearing apparel, 
between Los Angeles. Ontario, and San 


Francisco, CA, Chicago, IL, Dallas, TX. 
and points in AL, FL, GA, MS. NC. SC, 
and TN. (Hearing site: Columbia. SC) 

MC 135197 (Sub-20F). filed December 

12.1978, and previously published in the 
Federal Register issue of June 6.1979. 
Applicant: LEESER 
TRANSPORTATION. INC.. P.O. Box 
545, Palmyra, MO 63461. Representative: 
Leonard A. Jaskiewicz, 1730 M Street. 
N.W., Suite 501, Washington. DC 20036. 
To operate as a common carrier, by 
motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting (1) animal and poultry 
feeds . and plant growth regulants, 
pesticides, and (2) materials. equipment, 
and supplies used in the manufacture 
and distribution of the commodities 
named in (1) above, (except liquids in 
bulk), between points in IL, IN, IA, MN, 
MO. and NE. restricted to the 
transportation of traffic originating at or 
destined to the facilities of American 
Cyanamid Company. The purpose of the 
republication is to correctly reflect the 
commodity description. (Hearing site: St. 
Louis, MO) 

MC 142487 (Sub-4F), filed February 23, 
1979. Applicant: JOHN H. KOOY 
TRUCKING, INC., 3926 Shelby Road. 
Lynwood, WA 98036. Representative: 
James T. Johnson, 1610 IBM Building. 
Seattle, WA 98101. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting synthetic 
rubber sealants and coatings, in 
containers, from Glendale. CA. to points 
in OR and WA. (Hearing site: Seattle, 
WA, or Portland. OR) 

MC 142977 (Sub-lF), filed December 

27.1978. Applicant: HOOSIER FREIGHT 
LINES, INC., P.O. Box 16006, Louisville, 
KY 40216. Representative: James K. 
Stayton. Suite 216, Atkinson Square, 
Louisville. KY 40218. To opeate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
regular routes, transporting general 
commodities (except those of unusual 
value, classes A and B explosives, 
household goods as defined by the 
Commission, commodities in bulk, those 
requiring special equipment, contractor’s 
equipment, and mining and road 
building equipment), between 
Campbellsburg, IN, and Louisville, KY; 
from Campbellsburg over IN Hwy 60 to 
junction IN Hwy 56. then over IN Hwy 
56 to junction IN Hwy 135. then over IN 
Hwy 135 to junction IN Hwy 60, then 
over IN Hwy 60 to junction IN Hwy 111, 
then over IN Hwy 111 to Louisville, and 
return over the same route, serving all 
intermediate points. (Hearing site: 
Louisville, KY, or Indianapolis. IN.) 
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MC 144817 (Sub-lF), filed February 9. 
1979. Applicant: J.N.A. CONTRACT 
SHIPPERS, INC., 11474 Norton Avenue. 
Chino, CA 91710. Representative: Milton 
W. Flack. 4311 Wil&hire Blvd., Suite 300. 
Los Angeles, CA 90010. To operate as a 
contract carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting (l)(a) steel 
shelving and furniture, and (b) parts for 
the commodities named in (1) above, (2) 
lift trucks, and (3) paint used in the 
manufacture and distribution of the 
commodities named in (1) above, from 
the facilities of SPS Technologies. Inc.. 
Hallowell Division, at Hatfield, PA, to 
points in AZ, AR, CA. CO. FL ID. MT. 
NV. NM. OK. OR. TX, UT. and WA, 
under continuing contract(s) with SPS 
Technologies. Inc., of Hatfield, PA. 
(Hearing site: Los Angeles, CA.) 

MC 144927 (Sub-6F), filed November 
27,1978, and previously noticed in the 
Federal Register issue of March 15, 1979. 
Applicant: REMINGTON FREIGHT 
LINES. INC.. Box 315, U.S. 24 West. 
Remington, IN 47977. Representative: 
Robert B. Hebert 320 North Meridian 
St.. 777 Chamber of Commerce Bldg., 
Indianapolis. IN 46204. To operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting foodstuffs 
(except commodities in bulk), from the 
facilities of Griffith Laboratories. U.S.A.. 
Inc., at (a) Union City and Los Angeles. 
CA, (b) Alsip and Chicago. IL. (c) 
Lithonia, GA, (d) Union, NJ, (e) 

Mayland, TN, and (f) Remington. IN. to 
points in the United States lexcept AK 
and HI), and (2) materials and supplies 
used in the manufacture of foodstuffs, 
(except commodities in bulk), in the 
reverse direction. (Hearing site: 
Indianapolis, IN, or Washington. DC.) 

Note.— (1) This republication is to include 
Remington, IN, as 

MC 145386 (Sub-lF). filed January 12, 
1979. Applicant: ROBERT L 
McMAHON. d.b.a. ROBERT 
McMAHON CONSTRUCTION. 1105 
South Maple, Staunton, IL 62088. 
Representative: Robert McMahon (same 
address as applicant). To operate as a 
contract carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting iron and 
steel articles between the facilities of 
Livingston Pipe and Tube Inc. at 
Staunton, IL, on the one hand, and. on 
the other, points in AR, AL. FL GA. 1A, 
IN. KS, KY, LA. MI, MO. MN. MS. NE. 
NC, OH, OK. PA, SC, TN. TX. VA, WL 
and WV. under continuing contract(s) 
with Livingston Pipe and Tube. Inc. of 
Staunton. IL. (Hearing site: Springfield. 
IL. or St. Louis, MO.) 


MC 145686F. filed November 13,1978. 
and previously noticed in the Federal 
Register issue of February 20,1979. 
Applicant: COOK MOTOR LINES. INC., 
2110 Gibbs Drive. Tallahassee, FL 32303. 
Representative: Sol H. Proctor, 1101 
Blackstone Bldg., Jacksonville, FL 32202. 
To operate as a common carrier, by 
motor vehicle, in interstate or foreign 
commerce, over irregular routes, 
transporting general commodities 
(except those of unusual value, classes 
A and B explosives, household goods as 
defined by the Commission, 
commodities in bulk, and those requiring 
special equipment), between 
Jacksonville and Mariana. FL: (a) over 
U.S. Hwy 90. or (b) over Interstate Hwy 
10, serving all intermediate points 
between Greenville and Marianna. FL 
(Hearing site: Jacksonville or 
Tallahassee, FL) 

Note.— This repvblication to show correct 
routes. 

|FR Doc. 79-28164 Filed 9-10-7!* 8:45 mn| 

BILLING COD€ 703S-01-M 

l Volume No. 31) 

Petitions, Applications, Finance 
Matters (Including Temporary 
Authorities), Alternate Route 
Deviations, Intrastate Applications, 
Gateways, and Pack & Crate. 

August 30, 1979. 

Petitions for Modification, Interpretation 
or Reinstatement of Motor Carrier 
Operating Rights Authority; Notice 

The following petitions seek 
modification or interpretation of existing 
motor carrier operating rights authority, 
or reinstatement of terminated motor 
carrier operating rights authority. 

All pleadings and documents must 
clearly specify the suffix numbers (e.g.. 
Ml, F, M2 F) where the docket is so 
identified in this notice. 

The following petitions, filed on or 
after March 1,1979, are governed by 
Special Rule 247 of the Commission’s 
General Rules of Practice (49 CFR 
1100.247). These rules provide, among 
other things, that a petition to intervene 
either with or without leave must be 
filed with the Commission within 30 
days after the date of publication in the 
Federal Register with a copy being 
furnished the applicant. Protests to these 
applications will be rejected. 

A petition for intervention without 
leave must comply with Rule 247(k) 
which requires petitioner to demonstrate 
that if (1) holds operating authority 
permitting performance of any of the 
service which the applicant seeks 
authority to perform, (2) has the 
necessary equipment and facilities for 
performing that service, and (3) has 


performed service within the scope of 
the application either (a) for those 
supporting the application, or, (b) where 
the service is not limited to the facilities 
of particular shippers, from and to, or 
between, any of the involved points. 

Persons unable to intervene under 
Rule 247(k) may file a petition for leave 
to intervene under Rule 247(1). In 
deciding whether to grant leave to 
intervene, the Commission considers, 
among other things, whether petitioner 
has (a) solicited the traffic or business of 
those persons supporting the 
application, or, (b) where the identity of 
those supporting the application is not 
included in the published application 
notice, has solicited traffic or business 
identical to any part of that sought by 
applicant within the affected 
marketplace. Another factor considered 
is the effects of any decision on 
petitioner’s interests. 

Samples of petitions and the text and 
explanation of the intervention rules can 
be found at 43 Fed. Reg. 50908. as 
modified at 43 Fed. Reg. 60277. 

Petitions not in reasonable 
compliance with these rules may be 
rejected. Note that Rule 247(e), where 
not inconsistent with the intervention 
rules, still applies. Especially refer to 
Rule 247(e) for requirements as to 
supplying a copy of conflicting authority, 
serving the petition on applicant’s 
representative, and oral hearing 
requests. 

MC 491 (Sub-3), (MlF) (Notice of filing 
of petition to modify certificate) filed 
December 18,1978. Petitioner: MARSH 
EXPRESS, INC., P.O. Box 447, 

Glassboro, NJ 08028. Representative: 
Michael R. Werner. P.O. Box 1409,167 
Fairfield Road. Fairfield, NJ 07006. 
Petitioner holds motor common carrier 
certificate in MC-491 Sub 3 issued July 
1,1977. MC-491 Sub 3 authorizes 
transportation, over regular routes, as 
pertinent, of General commodities 
(except those of unusual value, classes 
A and B explosives, commodities in 
bulk, and those requiring special 
equipment), between Philadelphia. PA. 
and Newfield. NJ, serving all 
intermediate points. By the instant 
petition, petitioner seeks to modify the 
authority to authorize service to points 
in NJ (except those in the New York, NY 
Commercial Zone) as off-route points. 

MC 44735 (Sub-26) MlF, (Notice of 
filing of petition to modify a certificate), 
filed April 10,1979. Petitioner: K1SS1CK 
TRUCK LINES, INC., 7101 East 12th 
Street, Kansas City. MO 64126. 
Representative: William B. Barker. 641 
Harrison Street. Topeka, KS 66803. 
Petitioner holds a motor common carrier 
certificate in MC 44735, Sub No. 26. 
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issued October 7,1976, authorizing 
transportation over irregular routes of: 
Iron and Steel Articles (except 
commodities as described in Mercer 
Extension—Oil Field Commodities, 74 
M.C.C. 459, 544 and earth drilling 
commodities as described in Roy L 
Jones . Inc., Ext.—Earth Drilling 
Equipment, 103 M.C.C. 823, 832), From 
the facilities of Nucor Steel Division of 
Nucor Corporation at or near Norfolk, 
NE, to points in KS, MO, and OK, 
restricted to the transportation of 
shipments originating at the facilities of 
the Nucor Steel Division of Nucor 
Corporation at or near Norfolk, NE, and 
destined to the above-named 
destinations. By the instant petition, 
petitioner seeks the removal of the 
plantsite restriction by deleting the 
phrase “the facilities of Nucor Steel 
Division of Nucor Corporation at or 
near” and removal from the restriction 
the phrase “the facilities of the Nucor 
Steel Division of Nucor Corporation at 
or near.” Hearing: Kansas City, MO or 
Omaha. NE. 

Caption Summary' of Authority Sought 

MC 55889 (Sub-46MlF). filed April 16, 
1979 (Notice of filing of petition to add 
alternate gateway). Applicant: AAA 
COOPER TRANSPORTATION. Post 
Office Box 6827, Dothan, AL 36302. 
Representative: Kim D. Mann, Suite 
1010, 7101 Wisconsin Avenue, 
Washington, DC 20014. Authority sought 
to operate as a common carrier, by 
motor vehicle, in interstate or foreign 
commerce, over regular routes, 
transporting: general commodities 
(except those of unusual value. Classes 
A and B explosives, household goods as 
defined by the Commission, 
commodities in bulk, and those requiring 
special equipment); (1) Between 
Augusta, GA and Albany, GA. serving 
no intermediate points and serving 
Augusta and Albany for purposes of 
joinder only: From Augusta over U.S. 
Hwy 1 to junction U.S. Hwy 221, then 
over U.S. Hwy 221 to junction U.S. Hwy 
319. then over U.S. Hwy 319 to Dublin, 
GA. then over GA Hwy 257 to Albany, 
and return over the same route; (2) 
Between Augusta, GA and Atlanta, GA. 
serving all intermediate points between 
Athens and Atlanta and serving 
Augusta for purposes of joinder only: 
From Augusta over U.S. Hwy 78 to 
Athens, GA. then over U.S. Hwy 29 to 
Atlanta, and return over the same route; 
(3) Between Albany, GA and Columbus, 
GA, serving all intermediate points for 
purposes of joinder only: From Albany 
over U.S. Hwy 82 to Dawson, GA, then 
over GA Hwy 55 to junction U.S. Hwy 
280, then over U.S. Hwy 280 to 


Columbus, and return over the same 
route; (4) Between Albany, GA and 
Atlanta, GA, serving all intermediate 
points for purposes of joinder only: From 
Albany over U.S. Hwy 19 to Atlanta, 
and return over the same route; (5) 
Between Columbus, GA and Atlanta, 
GA. serving all intermediate points for 
purposes of joinder only: From 
Columbus over GA Hwy 85 to Atlanta, 
and return over the same route; (6) 
Between Augusta, GA and Greer, SC, 
serving all intermediate points between 
Greenville and Greer, including 
Greenville, and serving Augusta for 
purposes of joinder only: From August 
over U.S. Hwy 25 to Greenville, SC, then 
over U.S. Hwy 29 to Greer, and return 
over the same route; (7) Between 
Charlotte, NC and Athens, GA, serving 
all intermediate points: From Charlotte 
over U.S. Hwy 29 to Athens, and return 
over Ihe same route; (8) Between 
Charlotte, NC and Greensboro, NC, 
serving all intermediate points: From 
Charlotte over U.S. Hwy 29 to 
Greensboro, and return over the same 
route; (9) Between Charlotte, NC and 
Raleigh, NC, serving all intermediate 
points: From Charlotte over NC Hwy 49 
to junction U.S. Hwy 64, then over U.S 
Hwy 64 to Raleigh, and return over the 
same route; (10) Between Charlotte, NC 
and Winston-Salem, NC, serving all 
intermediate points: From Charlotte over 
U.S. Hwy 21 to Statesville, NC, then 
over U.S. Hwy 64 to junction U.S. Hwy 
158, then over U.S. Hwy 158 to Winston- 
Salem, and return over the same route; 
(11) Between Greer, SC and Asheville. 
NC, serving all intermediate points: 

From Greer over SC Hwy 14 to junction 
U.S. Hwy 176, then over U.S. Hwy 176 to 
junction U.S. Hwy 25, then over U.S. 

Hwy 25 to Asheville, and return over the 
same route; (12) Between Raleigh. NC 
and Durham, NC. serving all 
intermediate points: From Raleigh over 
U.S. Hwy 70 to Durham, and return over 
the same route. Serving as off-route 
points in connection with carrier’s 
regular-route authority (1) Macon, GA, 

(2) all points in GA between Albany and 
Dawson on U.S. Hwy 82, including 
Albany and Dawson, between Dawson 
and Columbus on GA Hwy 55 to 
junction U.S. Hwy 280 and then on U.S. 
Hwy 280 to Columbus, including 
Columbus, between Albany and Atlanta 
on U.S. Hwy 19, including Atlanta and 
between Columbus and Atlanta on GA 
Hwy 85, and (3) all points in NC 
between Greensboro and Durham on 
U.S. Hwy 70, including Greensboro and 
Durham. Restriction: The Operations 
authorized hereinabove are restricted to 
the transportation of traffic serving (a) 
between points in NC, on the one.hand, 


and. on the other, those points in that 
part of SC on and north of a line 
beginning at Charleston and extending 
along U.S. Hwy 78 to junction U.S. Hwy 
178, then along U.S. Hwy 178 to 
Anderson, and then along U.S. Hwy 29 
to the SC-GA State line, (b) from 
Charleston, SC to points in that part of 
SC as specified in (a) above with no 
transportation on return except as 
otherwise authorized, (c) between 
Wilmington, NC, on the one hand, and, 
on the other, points in NC, (d) between 
Columbia, SC, on the one hand, and, on 
the other, points in GA in connection 
with traffic moving from, to. or through 
Atlanta, GA, (e) between Charlotte. NC, 
on the one hand, and on the other, 
points in GA in connection with traffic 
moving from, to, or through Atlanta, GA, 
(f) between Augusta and Savannah. GA. 
on the one hand, and, on the other, 
points in GA and SC, or (g) between 
Augusta and Savannah, GA. Richmond, 
VA, and points in NC. on the one hand, 
and. on the other, points in Richland, 
Lexington, and Calhoun Counties. SC. 

By the instant petition, petitioner 
seeks to modify the above authority by 
adding Atlanta, GA as an alternate 
gateway in limitation (f), except on 
shipments moving between Atlanta and 
north Alabama, so that (f), will be 
phrased as follows: . . between 
Atlanta (except on traffic moving 
between Atlanta and points in Alabama 
north of AL Hwy 14), Augusta, and 
Savannah. GA, on the one hand, and, on 
the other, points in Georgia and South 
Carolina. . . , M 

MC 71593 (Sub-7) (MLF) (Notice of 
filing of petition to modify certificate), 
filed July 13,1979. Petitioner: 
FORWARDERS TRANSPORT. INC., 

1608 E. Second Street, Scotch Plains, NJ 
07076. Representative: Charles J. 
Williams. 1815 Front Street. Scotch 
Plains, NJ 07076. Petitioner holds a 
motor common carrier Certificate in MC 
71593 (Sub-7), issued June 29,1979, to 
transport in interstate or foreign 
commerce, over irregular routes, general 
commodities: (except those of unusual 
value, classes A and B explosives, 
household goods as defined by the 
Commission, commodities in bulk, and 
those requiring special equipment), 
which are at the time moving on bills of 
lading of freight forwarders under 49 
U.S.C. 10102(8) (formerly section 402(5) 
of the Interstate Commerce Act). (1) 
between New Haven. CT. Boston and 
Springfield. MA. and Philadelphia, PA. 
on the one hand, and, on the other, 
Chicago, IL, and Milwaukee, WI. and (2) 
from St. Louis, MO. to New Haven, CT, 
Boston, MA, and Philadelphia, PA. By 
the instant petition, petitioner seeks to 
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modify the authority as follows: Modify 
part (1) to read: . . . between points in 
CT. MA. and PA, on the one hand. and. 
on the other, points in IL and WI. 

Modify part (2) to read: . . . between 
points in MO, on the one hand, and, on 
the other, points in CT, MA, and PA. The 
purpose of the proposed modification is 
to permit petition to serve all points in 
the states where it now has authority to 
serve specific points. 

MC 88594 M2 F, (Notice of filing of 
petition to modify certficate), filed April 
25,1979. Petitioner: CARLETON G. 
WHITAKER, INC., Route 17 Exit 84, 
Town of Deposit. NY 13754. 
Representative: Michael R. Werner, 167 
Fairfield Rd.. P.O. Box 1409, Fairfield. NJ 
07006. Petitioner holds common carrier 
authority over irregular route in MC 
88594. served June 22,1976, and 
corrected on July 30,1976. MC 88594 
authorizes the transportation of Milk 
(except in hermetically sealed 
containers, and milk products (except in 
hermetically sealed containers), from 
points in NY, (except those in 
Cattaraugus. Chautauqua, Erie. Genesee, 
Livingston. Monroe, Niagara. Orleans, 
and Wyoming Counties), to New York, 
NY, and points in Nassau, Suffolk, and 
Westchester Counties, NY, and points in 
CT. MA. NJ. and Rl: and empty 
containers used in the transportation of 
the above-described commodities, from 
the above-specified destination points, 
to the respective origin points specified 
above, restricted against the 
transportation of ice cream mix from 
Camton, Cochocton. Canisteo, 
Skaneateles, and Canastota, NY. to any 
of the destination points described 
above, or ice cream mix, in tank trucks, 
from any of the origin points described 
above to any point in CT. butter and ice 
cream, from New York. NY and points in 
NJ and NY within 50 miles of the City 
Hall, in New York, NY, to the above- 
specified origin points, and liquid sugar 
and invert sugar, in bulk, in tank loads, 
from Yonkers, NY, to Waddington, NY. 

By order served April 2,1979, MC 
88594 MlF was granted authority to 
transport “foodstuffs (except 
commodities in bulk, in tank vehicles), 
in vehicles equipped with mechanical 
refrigeration*' in lieu of “milk (except in 
hermetically sealed containers) and milk 
products (except in hermetically sealed 
containers.” 

By the instant petition, petitioner 
seeks to modify the above certificate to 
read: “foodstuffs (except commodities in 
bulk, in tank vehicles), in vehicles 
equipped with mechanical refrigeration, 
and materials, equipment, and supplies 
used in the manufacture, distribution, 
and sale of foodstuffs (except 


commodities in bulk, in tank vehicles), 
between points in NY (except those in 
Cattaraugus, Chautauqua, Erie, Genesee, 
Livingston, Monroe, Niagara, Orleans, 
and Wyoming Counties, on the one 
hand, and. on the other. New York. NY, 
and points in Suffolk and Westchester 
Counties. NY. and points in CT. MA, NJ. 
and RI.” 

MC 104421 (Sub-18) (MlF) (Notice of 
filing of petition to modify certificate) 
Bled March 1.1979. Petitioner 
ECONOUNES. INC.. P.O. Box 623. 

D.T.S., Omaha. NE 68101. 

Representative: Roger W. Norris (same 
as address as applicant). Petitioner 
holds motor common carrier certificate 
in MC 104421 (Sub-18) issued August 4. 
1977. MC 104421 (Sub-18) authorizes 
transportation, over irregular routes, of 
Commodities (except lumber) used in 
the manufacture, operation, 
maintenance, and repair of commercial 
truck trailers, between Council Bluffs, 

IA, and Springfield, NE, on the one 
hand, and. on the other, points in ID, 

MT, NV, ND, OR, SD. UT, and WA. By 
the instant petition, petitioner seeks to 
modify the authority as follows: 
Commodities (except lumber and 
commodities in bulk) used in the 
manufacture, operation, maintenance, 
and repair of commercial truck trailers 
and motor vehicles, between Council 
Bluffs, LA, and North Bend and 
Springfield, NE, on the one hand, and, 
on the other, points in ID, MT, NV, ND, 
OR. SD, UT, and WA. 

MC 104832 (Sub-12) (MlF) (Notice of 
filing of petition to modify certificate), 
filed July 5.1979. Petitioner: HOLMAN 
TRANSFER CO., a corportation, 
Portland. OR 97214. Representative: 
Lawrence V. Smart, Jr., 419 N.W. 23rd 
Avenue, Portland. OR 97210. Petitioner 
holds motor common carrier Certificate 
in MC 104832 (Sub-12) issued May 7, 
1979, authorizing the transportation, 
over irregular routes, of general 
commodities (except articles of unusual 
value, classes A and B explosives, 
household goods as defined by the 
Commission, commodities in bulk, and 
those requiring special equipment), (1) 
from the facilities of Holman Transfer 
Co., at Portland, OR, to points in King, 
Pierce and Inohomish Counties, WA. 
and (2) from the facilities of Holman 
Transfer Co., at Kent, WA, to Portland. 
OR, restricted in both (1) and (2) above 
to the transportation of traffic 
originating at the named origin facilities. 
By the instant petition, petitioner seeks 
to motify the authority as follows: 
Petition seeks (1) to add the facilities of 
Holman affiliate companies as origin 
points, and (2) correct the spelling of 
Snohomish County, WA. 


MC 111302 (Sub-124F) (MlF) (Notice 
of filing of petition to modify certificate), 
filed June 22,1979. Petitioner: 

HIGHWAY TRANSPORT. INC., P.O. 

Box 10108, Knoxville, TN 37919. 
Representative: John R. Sims. Jr., 915 
Pennsylvania Bldg., 425 13th Street, NW, 
Washington. D.C. 20004. Petitioner holds 
motor common carrier Certificate in MC 
111302 (Sub-124F) issued May 25.1979. 
authorizing transportation, over 
irregular routes, of liquid chemicals in 
bulk, in tank vehicles, from (a) the 
facilities of Cargill Incorporated, and of 
Nalco Chemical Company in Clayton 
County, GA. (b) the facilities of Vinings 
Chemical Company in Cobb County, 

GA, and (c) the facilities of Union 
Carbide Corporation, in DeKalb County, 
GA, to points in the United States 
(except AK and HI). By the instant 
petition, petitioner seeks to modify the 
authority as follows: delete the 
references to the facilities of named 
shippers, and substitute just the names 
of said counties. 

MC 115331 (Sub-334) (MlF) and Sub- 
394 (MlF) (notice of filing of petition to 
modify certificate), filed December 6, 
1978. Petitioner. TRUCK TRANSPORT. 
INCORPORATED. 230 St. Clair Ave.. 
East St. Louis. IL 62201. Representative: 
E. Stephen Heisley, 666 Eleventh St., 
NW., Washington, DC 20001. Petitioner 
holds motor common carrier certificate 
in MC-115331 Subs 334 and 394 issued 
October 31,1974 and October 19.1977, 
respectively. MC-115331 Sub 334 
authorizes transportation, over irregular 
routes, of (1) Grass seed and chemicals, 
in containers, agricultural implements; 
and gardening supples; and (2) 
commodities, the transportation of 
which is exempt from economic 
regulation under section 203(b)(6) of the 
Interstate Commerce Act, when 
transported in mixed loads with the 
commodities in (1) above, from 
Marysville, OH, to points in KS and NE. 
MC-115331 Sub 394 authorizes 
transportation, over irregular routes, of 
(1) Such commodities as are dealt in by 
lawn and garden care centers, and 
materials and equipment and supplies 
used in the conduct of such business 
(except commodities in bulk); (2) 
commodities, the transportation of 
which is exempt from economic 
regulation under section 203(b)(6) of the 
Interstate Commerce Act, when 
transported in mixed loads with the 
commodities in (1) above, from the 
facilities utilized by O. M. Scott and 
Sons Co., Inc., at or near Marysville, 
Union Countv, OH, to points in OH. MI. 
KY, IN. IL, IA. MO, WI, MN, TN, AR. 
OK. TX. CO. NM. MT. WY. ID. UT. AZ 
WA. OR, CA, NV, ND. and SD, 
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restricted to the transportation of traffic 
originating at the above-described origin 
point. By the instant petition, petitioner 
seeks to add Vermilion and Columbus, 
OH as additional origin points in the 
above authority. 

MC 124211 (Sub-236) (MlF) (notice of 
filing of petition to modify certificate), 
filed October 16,1978. Petitioner: HILT 
TRUCK LINES, INC., P.O. Box 988, 
Downtown Station, Omaha, NE 68101. 
Representative: Thomas L. Hilt (same 
address as applicant). Petitioner holds a 
motor common carrier certificate in 
MC-124211 Sub 236 issued April 30. 

1979, authorizing transportation, over 
irregular routes, of (1) cellular products, 
athletic and sporting goods, plastic , 
plastic products, plastic coated 
products, and fiberglass products, and 
(2) commodities used in the production, 
distribution, and sale of the commodities 
described in (1) above (except hides, 
skins, and tannery products and 
supplies, and those commodities which 
because of their size and weight require 
the use of special equipment), (a) 
between points in Maricopa County, AZ, 
Orange County, CA, Los Angeles 
Counties, CA, and Essex and Middlesex 
Counties. MA, on the one hand, and, on 
the other, points in the United States 
(except AK and HI), and (b) between 
points in Coweta County. GA Grant 
County. IN. Ionia and Oakland Counties. 
MI. Lowndes County. MS. Lucas and 
Tuscarawas Counties. OH. and 
Westmoreland County, PA on the one 
hand, and, on the other, points in AZ, 

CA. CO, ID, IA. KS. MT. NE. NV. MN, 

ND. OK, OR. SD. TX. UT. WA. and WY, 
restricted against the transportation of 
commodities in bulk, and further 
restricted to shipments originating at or 
destined to facilities utilized by The 
General Tire & Rubber Company. By the 
instant petition, petitioner seeks to 
delete the county of Lucas, OH from the 
territorial description in 2(b) and add it 
to 2(a). 

MC 129902 (MlF) (notice of filing of 
petition to modify certificate), filed July 
16.1979. Petitioner: LESLIE JOE 
BURTON AND EDDIE LAWYER, a 
partnership, d.b.a. B. & L TRUCKING. 
P.O. Box 163, Orleans. IN 46452. 
Representative: Robert W. Loser, 1101 
Chamber of Commerce Building. 
Indianapolis, IN 46204. Petitioner holds a 
motor common carrier Certificate in 
MC-l29902, issued November 4. 1974. to 
transport in interstate or foreign 
commerce, over irregular routes, 
commercial feed, from the plant site of 
Ralston Purina Chow Co., in Louisville. 
KY, to points in that part of IN on and 
south of U.S. Hwy 40, extending from 
the IL-IN State line to Indianapolis, IN, 


and on and south of U.S. Hwy 52. 
extending from Indianapolis to the IN- 
OH State line, with no transportation for 
compensation on return except a 9 
otherwise authorized. Commercial feed 
and commercial feed ingredients, from 
Vandalia. IL, to points in Daviess. 
Dubois. Gibson. Knox. Martin. Pike. 
Posey, and Vanderburgh Counties. IN, 
with no transportation for compensation 
on return except as otherwise 
authorized. By the instant Petition, 
petitioner seeks to modify the authority 
as follows: Seeks to eliminate “the plant 
site of Ralston Purina Chow Co., in 
Louisville, KY," as set forth in the first 
portion of said authority. 

MC 135732 (Sub-28) (MlF) (notice of 
filing of petition to modify certificate), 
filed June 11,1979. Petitioner AUBREY 
FREIGHT LINES, INC., P.O. Box 503, 
Elizabeth, NJ 07202. Representative: 
George A. Olsen. 69 Tonnele Avenue, 
Jersey City, NJ 07306. Petitioner holds a 
motor common carrier Certificate MC- 
135732 Sub 28 issued January 31,1979. to 
transport in interstate or foreign 
commerce, over irregular routes, (1) 
Plastic film and sheeting (except 
commodities in bulk), in vehicles 
equipped with mechanical refrigeration, 
from the facilities of Edison Plastic 
Company, located at South Plainfield, 

NJ, and Washington, GA, to points in 
CA and points in the United States in 
and east of MN, 1A. MO. OK. and TX. (2) 
Materials, equipment and supplies used 
in the manufacture or sale of plastic film 
or sheeting (except commodities in 
bulk), in vehicles equipped with 
mechanical refrigeration, from points in 
CA and points in the United States in 
and east of MN. LA, MO, OK. and TX, to 
the facilities of Edison Plastic Company, 
located at South Plainfield. NJ, and 
Washington. GA. Restriction: The 
operations authorized herein are 
restricted to the transportation of traffic 
originating at the named origin points 
and destined to the named destination 
points. This certificate may not be 
joined or tacked with the carrier's other 
irregular-route authority. By the instant 
petition, petitioner seeks to modify the 
authority as follows: Add Armin 
Polyethylene Film, Armin Corporation, 
located at Elizabeth, NJ as an additional 
shipper. 

Motor Carrier Operating Rights 
Applications: Notice 

The following applications, filed on or 
after March 1,1979, are governed by 
Special Rule 247 of the Commission's 
General Rules of Practice (49 CFR 
1100.247). These rules provide, among 
other things, that a petition to intervene 
either with or without leave must be 


filed with the Commission within 30 
days after the date of publication in the 
Federal Register with a copy being 
furished the applicant. Protests to these 
applications will be rejected. 

A petition for intervention without 
leave must comply with Rule 247(k) 
which requires petitioner to demonstrate 
that it (1) holds operating authority 
permitting performance of any of the 
service which the applicant seeks 
authority to perform, (2) has the 
necessary equipment and facilities for 
performing that service, and (3) has 
performed service within the scope of 
the application either (a) for those 
supporting the application, or, (b) where 
the service is not limited to the facilities 
of particular shippers, from and to, or 
between, any of the involved points. 

Persons unable to intervene under 
Rule 247(k) may file a petition for leave 
to intervene under Rule 247(1). In 
deciding whether to grant leave to 
intervene, the Commission considers, 
among other things, whether petitioner 
has (a) solicited the traffic or business of 
those persons supporting the 
application, or. (b) where the identity of 
those supporting the application is not 
included in the published application 
notice, has solicited traffic or business 
identical to any part of that sought by 
applicant within the affected 
marketplace. Another factor considered 
is the effects of any decision on 
petitioner’s interests. 

Samples of petitions and the text and 
explanation of the intervention rules can 
be found at 43 Fed. Reg. 50908, as 
modified at 43 Fed. Reg. 60277. Petitions 
not in reasonable compliance with these 
rules may be rejected. Note that Rule 
247(e), where not inconsistent with the 
intervention rules, still applies. 

Especially refer to Rule 247(e) for 
requirments as to supplying a copy of 
conflicting authority, serving the petition 
on applicant's representative, and oral 
hearing requests. 

MC-110988 (Sub-396f), filed August 16, 
1979. Applicant: SCHNEIDER TANK 
LINES, INC., 4322 W. College Avenue. 
Appleton, WI 54911. Representative: 
Charles W. Singer, 2480 E. Commercial 
Blvd.. Fort Lauderdale, FL 33308. 
Authority sought to operate as a 
common carrier, by motor vehicle, in 
interstate or foreign commerce, over 
irregular routes, transporting: 
Commodities in bulk (except in dump 
vehicles) (1) from points in CT. DE. ME, 
MD, MA, NH, NJ. NY, PA, Rl. TN. VT. 

VA. and WV to points in IL. IN, LA, KY. 
MI, MN, MO, OH, WI, and those points 
in PA on and west of US Hwy. 219: and 
(2) from points in KY and OH to points 
in IL. IN, IA. MI. MN. MO, and WI. 
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NOTE: Applicant intends to rely in part 
on the rate issue in the proceeding. The 
application is assigned for hearing on 
October 23.1979 at the offices of the 
Interstate Commerce Commission, 
Washington. DC. in conjunction with the 
application of applicant in No. MC- 
110988 (Sub-No. 375F). Certain 
underlying documents will be available 
for examination on October 22,1979, at 
1:00 PM at Offices of the Interstate 
Commerce Commission, Washington, 

DC. 

Motor Carrier Alternate Route 
Deviations; Notice 

The following letter-notices to operate 
over deviation routes for operating 
convenience only have been filed with 
the Commission under the Deviation 
Rules—Motor Carrier of Property (49 
CFR 1042.4(c)(ll)). 

Protests against the use of any 
proposed deviation route herein 
described may be filed with the 
Commission in the manner and form 
provided in such rules at any time, but 
will not operate to stay commencement 
of the proposed operations unless filed 
within 30 days from the date of this 
Federal Register notice. 

Each applicant states that there will 
be no significant effect on either the 
quality of the human environment or 
energy policy and conservation. 

Motor Carriers of Property 

No. MC 11220 (Deviation No. 50), 
CORDONS TRANSPORTS. INC., 185 
West McLemore Ave., Memphis, TN 
38101, filed August 14.1979. Carrier 
proposes to operate as a common 
carrier, by motor vehicle, of general 
commodities, with certain exceptions, 
over a deviation route as follows: from 
Richmond. IN, over US Hwy 35 to 
Muncie. IN. and return over the same 
route for operating convenience only. 
The notice indicates that the carrier is 
presently authorized to transport the 
same commodities, over a pertinent 
service route as follows: from Richmond, 
IN, over US Hwy 40 to Dunrieth. IN, then 
over IN Hwy 3 to Muncie, IN, and return 
over the same route. 

No. MC 11220 (Deviation No. 50). 
CORDONS TRANSPORTS. INC., 185 
West McLemore Ave., Memphis, TN 
38101. Filed August 14,1979. Carrier 
proposes to operate as a common 
carrier, by motor vehicle, of general 
commodities, with certain exceptions, 
over a deviation route as follows: from 
Fort Wayne. IN, over US Hwy 33 to 
Decatur. IN, and return over the same 
route for operating convenience only. 
The notice indicates that the carrier is 
presently authorized to transport the 


same commodities, over a pertinent 
service route as follows: from Decatur, 
IN, over US Hwy 224 to junction US 
Hwy 30. then over US Hwy 30 to Fort 
Wayne, IN, and return over the same 
route. 

No. MC 56640 (Deviation No. 4), 
DELTA LINES. INC., 333 Hegenberger 
Rd.. Oakland. CA 94621, filed August 14. 
1979. Carrier proposes to operate as a 
common carrier, by motor vehicle of 
general commodities, with certain 
exceptions, over a deviation route as 
follows: from Las Vegas. NV, over 
Interstate Hwy 15 to junction Interstate 
10 at San Bernardino, CA, then over 
Interstate Hwy 10 to the Los Angeles 
Basin Territory, and return over the 
same route for operating convenience 
only. The notice indicates that the 
carrier is presently authorized to 
transport the same commodities over a 
pertinent service route as follows: from 
Las Vegas, NV, over U.S. Hwy 91 to 
junction Nevada Hwy 16, then over 
Nevada Hwy 16 to Pahrump, NV. then 
over Nevada Hwy 52 to the Nevada- 
California State line, then over 
California Hwy 178 (formerly California 
Highway 52) to Shoshone, CA. NOTE: A 
portion of this deviation is premised on 
a grant of temporary authority under 
section 210(a)(b). If applicant’s right to 
operate all or part of the authority 
expires, this deviation, if authorized, 
will likewise expire. 

No. MC 108835 (Deviation No. 13), 
HYMAN FRE1GHTWAYS, INC., 1745 
University Ave.. St. Paul. MN 55104, 

Filed August 14.1979. Carrier proposes 
to operate as a common carrier, by 
motor vehicle, of general commodities, 
with certain exceptions, over a 
deviation route as follows: from 
Chicago, IL, over Interstate Hwy 55 to 
St. Louis, MO. and return over the same 
route for operating convenience only. 
The notice indicates that the carrier is 
presently authorized to transport the 
same commodities over a pertinent 
service route as follows: from Chicago, 
IL, over Interstate Hwy 55, to junction 
Interstate Hwy 80, then over Interstate 
Hwy 80 to junction Interstate Hwy 280, 
then over Interstate Hwy 280 to junction 
US Hwy 92, then over US Hwy 92 to 
junction LA Hwy 163, then over 1A Hwy 
163 to junction US Hwy 69. then over US 
Hwy 69 to junction US Hwy 34, then 
over US Hwy 34 to junction US Hwy 
169, then over US Hwy 169 to junction 
IA Hwy 2, then over IA Hwy 2 to 
junction IA Hwy 148, then over IA Hwy 
148 to junction US Hwy 71, then over US 
Hwy 71 to junction US Hwy 59, then 
over US Hwy 59 to junction US Hwy 73. 
then over US Hwy 73 to Kansas City, 
MO, and return over the same route. 


Motor Carrier Alternate Route 
Deviations; Notice 

The following letter-notices to operate 
over deviation routes for operating 
convenience only have been Filed with 
the Commission under the Deviation 
Rules—Motor Carrier of Passengers (49 
CFR 1042.2(c)(9)). 

Protests against the use of any 
proposed deviation route herein 
described may be Filed with the 
Commission in the manner and form 
provided in such rules at any time, but 
will not operate to stay commencement 
of the proposed operations unless filed 
within 30 days from the date of this 
Federal Register notice. 

Each applicant states that there will 
be no significant effect on either the 
quality of the human environment or 
energy policy and conservation. 

Motor Carriers of Passengers 

MC 1515 (Deviation 745) (cancels 
Deviation No. 641), GREYHOUND 
LINES, INC., Greyhound Tower, 
Phoenix, AZ 85077, filed August 1.1979. 
Carrier proposes to operate as a 
common carrier, by motor vehicle, of 
passengers and their baggage, and 
express and newspapers, in the same 
vehicle with passengers, over deviation 
routes as follows: from New Orleans, 
LA, over Interstate Hwy 10 to junction 
Interstate Hwy 59 near Slidell, LA, then 
over Interstate Hwy 59 to Birmingham, 
AL, with the following excess routes: (1) 
from junction Interstate Hwy 59 over 
city streets to Bessemer, AL, (2) from 
junction Interstate Hwy 59 over city 
streets to Tuscaloosa, AL, (3) from 
junction Interstate Hwy 59 and County 
Road 19, over County Road 19 to 
Boligee, AL, (4) from junction Interstate 
Hwy 59 and Alabama Hwy 28, over 
Alabama Hwy 28 to junction U.S. Hwy 
11, approximately 2 miles north of 
Livingston, AL, (5) from Enterprise. MS. 
over Mississippi Hwy 513 to junction 
Interstate Hwy 59. (6) from Heidelberg. 
MS. over Mississippi Hwy 528 to 
junction Interstate Hwy 59, (7) from 
Hattiesburg, MS, over U.S. Hwy 49 to 
junction Interstate Hwy 59, (8) from 
Hattiesburg, MS, over U.S. Hwy 98 to 
Junction Interstate Hwy 59, (9) from 
Purvis, MS, over unnumbered Hwy to 
junction Interstate Hwy 59, (10) from 
Lumberton, MS, over Mississippi Hwy 
13, to junction Interstate Hwy 59, (11) 
from Poplarville, MS, over Mississippi 
Hwy 26 to junction Interstate Hwy 59. 
(12) from Poplarville, MS over 
Mississippi Hwy 53 to junction 
Interstate Hwy 59, (13) from Picayune, 
MS, over Mississippi Hwy 43 to junction 
Interstate Hwy 59, (14) from Slidell, LA, 
over U.S. Hwy 190 to junction Interstate 
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Hwy 10. and (15) from Slidell. LA. over 
Louisiana Hwy 433 to junction Interstate 
Hwy 10, and return over the same routes 
for operating convenience only. The 
notice indicates that the carrier is 
presently authorized to transport 
passengers and the same property over 
a pertinent service route as follows: 
from New Orleans, LA, over U.S. Hwy 
11 to Birmingham. AL, and return over 
the same route. 

No. MC 1515 (Deviation No. 746) 
(Cancels Deviation No. 648), 
GREYHOUND LINES. INC., Greyhound 
Tower, Phoenix, AZ 85077, filed August 
7, 1979. Carrier proposes to operate as a 
common carrier, by motor vehicle, of 
passengers and their baggage, and 
express and newspapeis in the same 
vehicle with passengers, over deviation 
routes as follows: from junction 
Interstate Hwy 270 and U.S. Hwy 61. 
approximately 1 mile southwest of 
Mehlville. MO. over Interstate Hwy 270 
to junction U.S. Hwy 66 then over U.S. 
Hwy 66 to junction Illinois Hwy 143, 
then over Illinois Hwy 143 to 
Edwardsville, IL, with the following 
access routes: (1) from junction 
Interstate Hwy 270 and Interstate Hwy 
44 over Interstate Hwy 44 and/or city 
strepts to Sunset Hills, MO, (2) from 
junction Interstate Hwy 270 and 
Interstate Hwy 70 over Interstate Hwy 
70 and/or city streets to Champ, MO, 
and (3) from junction Interstate Hwy 270 
and Interstate 70 over Interstate Hwy 70 
and/or city streets to Bridgeton, MO. 
and return over the same routes, for 
operating convenience only. The notice 
indicates that the carrier is presently 
authorized to transport passengers and 
the same property over pertinent service 
routes as follows: (1) from Hamel. IL, 
over Illinois Hwy 157 to Edwardsville, 

IL. then over Illinois Hwy 159 to 
Collinsville, IL, then over Business 
Route U.S. Hwy 40 to East St. Louis. IL, 
then over Eads Toil Bridge to St. Louis. 
MO, (2) from St. Louis, MO. over 
Veteran Memorial Bridge to East St. 

Louis. IL. and (3) from St. Louis. MO. 
over U.S. Hwy 67 to Mehlville, MO, then 
over U.S. Hwy 61 to junction old U.S. 

Hwy 61 near Turrell, AR. and return 
over the same routes. 

No. MC 1515 (Deviation No. 747), 
GREYHOUND LINES, INC., Greyhound 
Tower. Phoenix, AZ 85077, filed August 
13.1979. Carrier proposes to operate as 
a common carrier by motor vehicle of 
passengers and their baggage, and 
express and newspapers in the same 
vehicle with passengers, over deviation 
routes as follows: from Atlanta, GA. 
over Interstate Hwy 85 to junction 
Interstate Hwy 185, then over Interstate 
Hwy 185 to Columbus, GA. with the 


following access routes: (1) from 
Newnan, GA, over Georgia Hwy 34 to 
junction Interstate Hwy 85, (2) from 
Hogansville. GA, over Georgia Hwy 100 
to junction Interstate Hwy 85. and (3) 
from LaGrange. GA, over Georgia Hwy 
109 to junction Interstate Hwy 85 and 
Interstate Hwy 185, and return over the 
same routes, for operating convenience 
only. The notice indicates that the 
carrier is presently authorized to 
transport passengers and the same 
property over a pertinent service route 
as follows: from Atlanta. GA. over U.S. 
Hwy 29 via Moreland to LaGrange. GA. 
then over U.S. Hwy 27 to Columbus. GA. 
and return over the same route. 

No. MC 1515 (Deviation No. 748), 
GREYHOUND LINES, INC.. Greyhound 
Tower, Phoenix, AZ 85077, filed August 
14,1979. Carrier proposes to operate as 
a common carrier by motor vehicle of 
passengers and their baggage, and 
express and newspaper in the same 
vehicle with passengers, over deviation 
routes as follows: from junction 
Interstate Hwy 96, Interstate Hwy 275 
and Michigan Hwy 14, over Michigan 
Hwy 14 to junction Business Route U.S. 
Hwy 23, then over Business Route U.S. 
Hwy 23 to Ann Arbor, MI. with the 
following excess route: (1) from junction 
Michigan Hwy 14 and U.S. Hwy 23, over 
U.S. Hwy 23 to Ann Arbor. MI. and 
return over the same routes for 
operating convenience only. The notice 
indicates that the carrier is presently 
authorized to transport passengers and 
the same property over pertinent service 
routes as follows: (1) from Ann Arbor, 
MI. over Michigan Hwy 17 to Ypsilanti. 
Ml. then over U.S. Hwy 12 to Detroit. MI. 
and (2) from junction Interstate Hwy 27^ 
and new Interstate Hwy 96 over 
Interstate Hwy 275 to junction Interstate 
Hwy 75. and return over the same 
routes. 

Motor Carrier Intrastate Applications; 
Notice 

The following applications for motor 
common carrier authority to operate in 
intrastate commerce seek concurrent 
motor carrier authorization in interstate 
or foreign commerce within the limits of 
the intrastate authority sought pursuant 
to Section 10931 (formerly Section 
206(a)(6)) of the Interstate Commerce 
Act These applications are governed by 
Special Rule 245 of the Commission's 
General Rules of Practice (49 CFR 
1100.245). which provides, among other 
things, that protests and requests for 
information concerning the time and 
place of State Commission hearings or 
other proceedings, any subsequent 
changes therein, and any other related 
matters shall be directed to the State 


Commission with which the application 
is filed and shall not be addressed to or 
Bled with the Interstate Commerce 
Commission. 

New York Docket No. T-1856. filed 
August 6,1979. Applicant: NASON’S 
DELIVERY, INC. 70 Nason Blvd.. 
Springville, NY 14141: Representative: 
WILLIAM J. HIRSCH. ESQ., 43 Court 
Street Buffalo, NY 14202. Certificate of 
Public Convenience and Necessity 
sought to operate a freight service, as 
follows: Transportation of: General 
commodities, between all points in 
Cattaraugus. Chautauqua. Erie. Niagara 
and Wyoming Counties: NOTE: The 
applicant presently holds authority in 
Cattaraugus. Chautauqua and Erie 
Counties and parts of Niagara County. 
Intrastate, interstate and foreign 
commerce authority sought. HEARING: 
Date, time and place not yet fixed. 
Requests for procedural information 
should be addressed to New York 
Department of Transportation, 1220 
Washington Ave., State Campus 
Building #4, Room G-21. Albany. NY 
12232, and should not be directed to the 
Interstate Commerce Commission. 

Montana Docket No. T-4528. Bled 
August 9.1979. Applicant: JAMES M. 
STOOS. Geraldine, MT 59446. 
Certificate of Public Convenience and 
Necessity sought to operate a freight 
service, as follows: Transportation of: 
General commodities, between Great 
Falls and Denton, MT. Great Falls over 
Montana Highway 230 and US Hwy 87; 
Square Butte over Montana Highway 
230: and Fort Benton. MT. over Montana 
Hwy 230; serving Coffee Creek over 
Montana Hwy 230 and 235: Denton over 
Montana Hwy 235. and Highwood, MT. 
over county roads from Geraldine, MT. 
Intermediate and off-route points to be 
served: Square Butte. Fort Benton, 
Geraldine. Coffee Creek and Highwood. 
MT. Intrastate, interstate and foreign 
commerce authority sought. HEARING: 
Date, time and place not yet fixed. 
Requests for procedural information 
should be addressed to Montana Public 
Service Commission, 1227 llth Avenue. 
Helena. MT 59601, and should not be 
directed to the Interstate Commerce 
Commission. 

New York Docket No. T-8374. Bled 
July 31. 1979. Applicant: A.C.U. 
TRANSPORT. INC.. 131 East Broad 
Street, Frankfort NY 13340. 
Representative: Roy D. Pinsky. Esq., 

1020 State Tower Bldg., Syracuse, NY 
13202. Certificate of Public Convenience 
and Necessity sought to operate a 
freight service, as follows: 

Transportation of: General commodities, 
between the Cities of Schenectady. 
Albany, Troy and Rensselaer. Intrastate. 
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interstate and foreign commerce 
authority sought. HEARING: Date. time, 
and place not yet fixed. Requests for 
procedural information should be 
addressed to Department of 
Transportation, 1220 Washington Ave., 
State Campus. Albany, NY 12232. and 
should not be directed to the Interstate 
Commerce Commission. 

Irregular-Route Motor Common Carriers 
of Property—Elimination of Gateway 
Letter Notices; Date 

The following letter-notices of 
proposals to eliminate gateways for the 
purpose of reducing highway congestion, 
alleviating air and noise pollution, 
minimizing safety hazards, and 
conserving fuel have been filed with the 
Interstate Commerce Commission under 
the Commission’s Gateway Elimination 
Rules (49 CFR 1065), and notice thereof 
to all interested persons is hereby given 
as provided in such rules. 

An original and two copies of protests 
against the proposed elimination of any 
gateway herein described may be filed 
with the Interstate Commerce 
Commission within 70 days from the 
date of this publication. A copy must 
also be served upon applicant or its 
representative. Protests against the 
elimination of a gateway will not 
operate to stay commencement of the 
proposed operation. 

Successively filed letter-notices of the 
same carrier under these rules will be 
numbered consecutively for 
convenience in identification. Protests, if 
any. must refer to such letter-notices by 
number. 

The following applicants seek to 
operate as a common carrier, by motor 
vehicles, over irregular routes. 

MC 107403 (Sub-E 767), filed March 22, 
1979. Applicant: MATLACK, INC., 10 W. 
Baltimore Avenue, Lansdowne, PA 
19050. Representative: Martin C. Hynes, 
Jr. (same as above). Petroleum products, 
in bulk, in tank vehicles, in foreign 
commerce, from ports of entry on the 
US-CD Boundary line in ID. ND, and MT 
to points in CT, MD, MA, NJ. NH. NY. 

RI, VT and ME. (Gateway eliminated; 
Lawrenceville, IL) 

MC 107403 (Sub-E768), filed March 22. 
1979. Applicant: MATLACK. INC., 10 W. 
Baltimore Avenue, Lansdowne. PA 
19050. Representative: Martin C. Hynes. 
Jr., (same as above). Petroleum products, 
as described in Appendix XIII of the 
Descriptions case, in bulk, in tank 
vehicles, from ports of entry on the US- 
CD Boundary line in ND, MT and ID to 
points in VA. (Gateway eliminated: 
Lawrenceville. IL.) 

MC 107403 (Sub-E769), filed March 22. 
1979. Applicant: MATLACK, INC., 10 W. 


Baltimore Avenue, Lansdowne. PA 
19050. Representative: Martin C. Hynes, 
Jr., (same as above). Whiskey, in bulk, 
in tank vehicles, in foreign commerce, 
between ports of entry on the US-CD 
Boundary line in ID. MT, and ND, and 
on the one hand, and, on the other, 
points in IN (Decatur, IL*) and OH 
(Lawrenceville, KY*). (Gateway 1 
eliminated: asterisked.) 

MC 107403 (Sub-E770), filed March 22. 
1979. Applicant: MATLACK, INC.. 10 W. 
Baltimore Avenue. Lansdowne. PA 
19050. Representative: Martin C. Hynes. 
Jr., (same as above). Liquid sugar and 
blends thereof, in bulk, in tank vehicles, 
in foreign commerce, from ports of entry 
on the US-CD Boundary line in ID, MT 
and ND to points in IN, OH and WV. 
(Gateway eliminated: Louisville, KY.) 

MC 107403 (Sub-E771). filed March 22, 
1979. Applicant: MATLACK, INC.. 10 W. 
Baltimore Avenue, Lansdowne. PA 
19050. Representative: Martin C. Hynes. 
Jr., (same as above). Acids and 
chemicals , (except liquefied petroleum 
gases), in bulk, in tank or hopper 
vehicles, in foreign commerce, from 
ports of entry on the US-CD Boundary 
line in ID and MT to points in AL, GA 
and FL (Gateway eliminated: Lake 
Charles, LA.) 

MC 107403 (Sub-E772). filed March 22, 
1979. Applicant: MATLACK, INC., 10 W. 
Baltimore Avenue, Lansdowne, PA 
19050. Representative: Martin C. Hynes, 
Jr. (same as above). Chemicals and 
washing compounds, in bulk, in tack 
vehicles, in foreign commerce, from 
ports of entry on the US-CD Boundary 
line in ND, MT and ID to points in MI. 
CT, NY, OH, IN, NJ. MA and Rl. 
(Gateway eliminated: facilities of 
Stephen Chemical Company at 
Millsdale, IL) 

MC 107403 (Sub-E773), filed March 22, 
1979. Applicant: MATLACK. INC.. 10 W. 
Baltimore Avenue, Lansdowne. PA 
19050. Representative: Martin C. Hynes, 
Jr. (same as above). Vegetable oil, in 
bulk, in tank vehicles, in foreign 
commerce, from ports of entry on the 
US-CD Boundary line in ND, ID and MT 
to points in GA. (Gateway eliminated: 
points in LA.) 

MC 107403 (Sub-E774). filed March 22, 
1979. Applicant: MATLACK, INC.. 10 W. 
Baltimore Avenue. Lansdowne, PA 
19050. Representative: Martin C. Hynes, 
Jr. (same as above). Vegetable oil, in 
bulk, in tank vehicles, in foreign 
commerce, and edible flour, in bulk, in 
foreign commerce, from ports of entry on 
the US-CD Boundary line in ID. MT and 
ND to points in AL and FL. (Gateway 
eliminated: points in LA.) 


MC 107403 (Sub-E775), Bled March 22. 
1979. Applicant: MATLACK, INC., 10 W. 
Baltimore Avenue, Lansdowne, PA 
19050. Representative: Martin C. Hynes. 

Jr. (same as above). Petroleum and 
petroleum products (except anhydrous 
ammonia), in bulk, in tank vehicles, in 
foreign commerce, from ports of entry on 
the US-CD Boundary line in ND, ID and 
MT to points in FL GA and AL. 

(Gateway eliminated: Pascagoula, MS.) 

MC 107403 (Sub-E776), filed March 22, 
1979. Applicant: MATLACK, INC.. 10 W. 
Baltimore Avenue, Lansdowne, PA 
19050. Representative: Martin C. Hynes. 
Jr. (same as above). Chemicals, in bulk, 
in tank vehicles, in foreign commerce, 
from ports of entry on the US-CD 
Boundary line in ND, ID, and MT to 
points in VA. (Gateway eliminated: 
Calvert City, KY.) 

MC 107403 (Sub-E777), filed March 22, 
1979. Applicant: MATLACK, INC., 10 W. 
Baltimore Avenue, Lansdowne, PA 
19050. Representative: Martin C. Hynes. 
Jr. (same as above). Chemicals, as 
defined in The Maxwell Co., Extension - 
Addyston, 61 M.C.C. 677, and acids, in 
bulk, in tank vehicles, in foreign 
commerce, from ports of entry on the 
US-CD Boundary line in ID and MT to 
points in SC. (Gateway eliminated: 
facilities of Dow Chemcial Company, at 
Plaquemine, CA.) 

MC 107403 (Sub-E778), filed March 22. 
1979. Applicant: MATLACK, INC., 10 W. 
Baltimore Avenue, Lansdowne, PA 
19050. Representative: Martin C. Hynes. 
Jr. (same as above). Petroleum products . 
as described in Appendix XII to the 
report in the Descriptions Case , 61 
M.C.C. 209, in bulk, in tank vehicles, in 
foreign commerce, from ports of entry on 
the US-CD Boundary line in ND, MT, 
and ID to points in WV. (Gateway 
eliminated: Lawrenceville. IL.) 

MC 107403 (Sub-E779). filed March 22. 
1979. Applicant: MATLACK, INC., 10 W. 
Baltimore Avenue, Lansdowne, PA 
19050. Representative: Martin C. Hynes, 
Jr. (same as above). Chemicals and 
washing compounds, in bulk, in tank 
vehicles, in foreign commerce, from 
ports of entry on the US-CD Boundary 
line in ND to points in PA and MD. 
(Gateway eliminated: facilities of 
Stephen Chemical Company at 
Millsdale. IL.) 

MC 107403 (Sub-E780). filed March 22, 
1979. Applicant: MATLACK, INC., 10 W. 
Baltimore Avenue, Lansdowne, PA 
19050. Representative: Martin C. Hynes. 
Jr. (same as above). Chemicals , in bulk, 
in tank or hopper vehicles, in foreign 
commerce, from ports of entry on the 
US-CD Boundary line in ID to points in 
WV, PA and MD all within 150 miles of 
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Monongahela, PA. (Gateway eliminated: 
Robertson County. TN.) 

MC 107403 (Sub-E781), filed March 22. 
1979. Applicant: MATLACK, INC.. 10 W. 
Baltimore Avenue, Lansdowne, PA 
19050. Representative: Martin C. Hynes, 
Jr. (same as above). Liquid chemicals, in 
bulk, in foreign commerce, from ports of 
entry on the US-CD Boundary line in ID 
to points in NC. (Gateway eliminated: 
facilities of Georgia-Pacific Corporation 
at Plaquemine. LA.) 

MC 107403 (Sub-E782), filed March 22. 
1979. Applicant: MATLACK. INC.. 10 W. 
Baltimore Avenue. Lansdowne. PA 
19050. Representative: Martin C. Hynes. 
Jr. (same as above). Chemicals, in bulk, 
in tank or hopper vehicles, in foreign 
commerce, from ports of entry on the 
US-CD Boundary line in MT to points in 

MD. (Gateway elimination: Clavert City, 

KY. ) 

MC 107403 (Sub-E783), filed March 22, 
1979. Applicant: MATLACK, INC.. 10 W. 
Baltimore Avenue. Lansdowne. PA 
19050. Representative: Martin C. Hynes. 
Jr. (same as above). Chemicals, in bulk, 
in tank or hopper vehicles, in foreign 
commerce, from ports of entry on the 
IJS-CD Boundary line in MT to points in 
PA. (Gateway elimination: Robertson 
County, TN.) 

MC 107403 (Sub-E784). filed March 22, 
1979. Applicant: MATLACK, INC.. 10 W. 
Baltimore Avenue. Lansdowne. PA 
19050. Representative: Martin C. Hynes, 
Jr. (same as above). Petroleum products, 
in bulk, in tank vehicles, in foreign 
commerce, from ports of entry on the 
US-CD Boundary line in ID and MT to 
points in MI in and south of Oceana, 
Midland, Newaygo Bay, Meconla, 
Tuscola, Isabella and Huron Counties. 
(Gateway eliminated: Lawrenceville, IL.) 

MC 107403 (Sub-E785), filed March 22, 
1979. Applicant: MATLACK. INC., 10 W. 
Baltimore Avenue, Lansdowne. PA 
19050. Representative: Martin C. Hynes, 
Jr. (same as above). Chemicals, in bulk, 
in tank or hopper vehicles, in foreign 
commerce, from ports of entry on the 
US-CD Boundary line in ND and MT to 
points in WV. (Gateway eliminated: 
Robertson County. TN.) 

MC 107403 (Sub-E780). filed March 22, 
1979. Applicant: MATLACK. INC., 10 W. 
Baltimore Avenue, Lansdowne. PA 
19050. Representative: Martin C. Hynes, 

Jr. (same as above). Chemicals, (except 
anhydrous ammonia, aqua ammonia and 
liquid fertilizer), in bulk, in tank or 
hopper vehicles, in foreign commerce, 
from ports of entry on the US-CD 
Boundary line in ND to AL. GA and FL. 
(Gateway eliminated: facilities of 
Monsanto Company at Muscatine, IA.) 


MC 107403 (Sub-E787). filed March 22. 
1979. Applicant: MATLACK. INC., 10 W. 
Baltimore Avenue, Lansdowne, PA 
19050. Representative: Martin C. Hynes, 
Jr. (same as above). Benzaldehyde, in 
bulk, in tank vehicles, from Kalma, WA 
to points in CT and RI (Huron. OH, and 
New York, NY*), SC. GA, FL (Delaware 
County. OH. and Calvert City, KY*). KY 
(Delaware County, OH*), mA. VT. ME. 
NH (Newark. NJ*). NY (Huron. OH*). 
PA. IN and WV (Painesville, OH*). 
(Gateways eliminated: asterisked.) 

MC 118831 (Sub-E 87) filed April 19, 
1976. Applicant: CENTRAL 
TRANSPORT, INC., P.O. Box 5388, 
Uwharrie Road, High Point, NC 27263. 
Representative: E. Stephen Heisley, 

Suite 805. 666 Eleventh St., NW„ 
Washington, D.C. 20001. Liquid 
petrochemicals (except anhydrous 
ammonia, fertilizer and fertilizer 
materials), in bulk, in tank vehicles, 
from points in NC (Except Charlotte) in 
and east of Rutherford. McDowell and 
Yancy Counties, and points west and 
north of Robeson, Bladen. Onslow, and 
Carteret Counties, to points in FL. 
(Gateway eliminated: NC and points in 
SC.) 

MC 118831 (Sub-E 91), filed April 19. 
1976. Applicant: CENTRAL 
TRANSPORT, INC., P.O. Box 5388. 
Uwharrie Road, High Point, NC 27263. 
Representative: E. Stephen Heisley, 

Suite 805, 666 Eleventh St., NW.. 
Washington. D.C. 20001. Liquid 
petrochemicals in bulk, in tank vehicles. 
(1) from points in SC to points in CT. DE, 
MA, NJ. NY, PA and RI, and (2) from 
points in SC (except points in Dillon, 
Florence. Georgetown, Harry. Marion 
and Williamsburg Counties) to points in 
DE and MD. (Gateway eliminated: 
Charlotte, NC.) 

MC 118831 (Sub-E 92) filed April 19, 
1976. Applicant: CENTRAL 
TRANSPORT, INC.. P.O. Box 5388. 
Uwharrie Road. High Point, NC 27263. 
Representative: E. Stephen Heisley, 

Suite 805, 666 Eleventh St.. NW., 
Washington. D.C. 20001. Liquid 
petrochemicals (except anhydrous 
ammonia, fertilizer and fertilizer 
materials, and vegetable oils), in bulk, in 
tank vehicles, from points in NC in east 
of Cleveland, Catawba, Caldwell, 

Wilkes and Ashe Counties to points in 
AL and MS restricted against the 
transportaiton of caustic soda from 
Acme, NC. and 5 miles thereof. 

(Gateway eliminated: Points in SC. 
Lanett, AL and points in GA within the 
Lanett commercial zone.) 

MC 118831 (Sub-No. E96), filed April 
19.1976. Applicant: CENTRAL 
TRANSPORT. INC., P.O. Box 5388. 
Uwharrie Road. High Point, NC 27263. 


Representative: E. Stephen Heisley. 

Suite 805, 666 Eleventh St., NW, 
Washington. DC 20001. Liquid 
petrochemicals (except fertilizer and 
fertilizer materials, and anhydrous 
ammonia), (1) between points in NC on, 
south and east of a line beginning at 
Beaufort extending along NC Hwy 24 to 
Beaulaville. then along NC Hwy 41 to 
Harrells, then along unnumbered 
highway through Ivanhoe to junction NC 
Hwy 210. then along NC Hwy 210 to 
junction NC Hwy 53. then along NC 
Hwy 53 through Kelly to junction 
unnumbered highway, then along 
unnumbered highway through Carvers 
to Council, then along NC Hwy 211 to 
Clarkton, then along US Hwy 701 to 
junction unnumbered highway, then 
along unnumbered highway to 
Chaldhom, then along US Hwy 74 to 
Boardman. then along NC Hwy 130 to 
junction I Hwy 95, then along 1 Hwy 95 
to the NC-SC State line, on the one 
hand, and, on the other, points in NC on 
and west of a line beginning at the SC- 
NC State line extending along US Hwy 
501 to Laurinburg, then along US Hwy 74 
to Rockingham, then along US Hwy 220 
to Asheboro. then along US Hwy 64 to 
Lexington, then along US Hwy 52 to the 
NC-VA State line; (2) between points in 
New Hanover and Brunswick Counties. 
NC, on the one hand. and. on the other, 
points in NC on and west of a line 
beginning at the NC-SC State line 
extending along US Hwy 701 to Tabor 
City, then along NC Hwy 904 to junction 
US Hwy 501. then along US Hwy 501 to 
Carthage, then along unnumbered 
highway through Glendan to junction 
NC Hwy 87, then along NC Hwy 87 to 
Graham, then along NC Hwy 49 to Haw 
River, then along US Hwy 70 to 
Burlington, then along NC Hwy 87 to 
Reidsville. then along NC Hwy 14 to the 
NC-VA State line; (3) between 
Charlotte, NC, on the one hand. and. on 
the other, points in NC on and east of a 
line beginning at the NC-SC State line 
extending along NC Hwy 109 to 
Wadesboro, then along US Hwy 74 to 
junction US Hwy 220. then along US 
Hwy 220 to Ellerbee, then along 
unnumbered highway to Hoffman, then 
along US Hwy 1 to Sanford, then along 
US Hwy 15 to Pittsboro, then along NC 
Hwy 87. then along NC Hwy 87 to 
junction NC Hwy 704, then along NC 
Hwy 704 to junction NC Hwy 8, then 
along NC Hwy 8 to the VA-NC State 
line, and points in NC on and west of a 
line beginning at the NC-VA extending 
along US Hwy 221 to Pineola, then along 
NC Hwy 181 to Morganton, then along 
NC Hwy 18 to Shelby, then along NC 
Hwy 226 to the NC-SC State line; and 
(4) between Greensboro and High Point, 
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NC, on the one hand. and. on the other, 
points in NC on. east and south of a line 
beginning at the NC-SC State line 
extending along NC Hwy 177 to Hamlet, 
then along US Hwy 74 to junction i Hwy 
95, then along 1 Hwy 95 to Lumberton. 
then along NC Hwy 211 to Bolton, then 
along US Hwy 74 to Wrightsville Beach, 
and points in NC on. south and west of a 
line beginning at the NC-SC State line 
extending along NC Hwy 200 to junction 
NC Hwy 16, then along NC Hwy 16 to 
junction 1 Hwy 85, then along I Hwy 85 
to junction US Hwys 29 and 74. then 
along US Hwy 74 to Asheville, then 
along US Hwy 25 to the NC-TN State 
line. (Gateway eliminated: points in SC.) 

No. MC118831 (Sub-E97). filed April 
19,1976. Applicant: CENTRAL 
TRANSPORT. INC.. P.O. Box 5388. 
Uwharrie Road, High Point, NC 27263. 
Representative: E. Stephen Heisley, 

Suite 805. 666 Eleventh St.. NW.. 
Washington. DC 20001. Liquid 
chemicals (except anhydrous ammonia, 
fertilizer and fertilizer materials), in 
bulk, (1) between Charleston, 

Charleston Heights and North 
Charleston, SC. on the one hand. and. on 
the other, points in SC on and north of a 
line beginning north of Myrtle Beach at 
junction US Hwy 17 and SC Hwy 9 
extending along SC Hwy 9 to Lakeview, 
then along SC Hwy 41 to Fork, then 
along SC Hwy 41-A to junction SC Hwy 
917. then along SC Hwy 917 to Oak 
Grove, then along SC Hwy 38 to 
Bennettsville. then along SC Hwy 9 to 
junction SC Hwy 265. then along SC 
Hwy 265 to junction SC Hwy 903, then 
along SC Hwy 903 to Lancaster, then 
along SC Hwy 200 to junction US Hwy 
21, then along US Hwy 21 to Great Falls, 
then along SC Hwy 99 to junction SC 
Hwy 97. then along SC Hwy 97 to 
Chester, then along SC Hwy 9 to 
Pacolet, then along SC Hwy 150 to Glen 
Springs, then along SC Hwy 215 to 
junction US Hwy 29 to Lyman, then 
along SC Hwy 290 to junction US Hwy 
29, then along SC Hwy 29 to Greenville, 
then along SC Hwy 123 to the SC-GA 
State line. (2) Between Columbia. SC. on 
the one hand, and, on the other, points 
in SC on and north of a line beginning 
north of Myrtle Beach at the junction of 
SC Hwy 9 and US Hwy 17 extending 
along SC Hwy 9 to Lancaster, then along 
US Hwy 521 to junction SC Hwy 160, 
then along SC Hwy 160 to junction US 
Hwy 21. then along US Hwy 21 to 
junction SC Hwy 161, then along SC 
Hwy 161 to junction SC Hwy 274. then 
along SC Hwy 274 to junction SC Hwy 
55, then along SC Hwy 55 to Kings 
Creek, then along SC Hwy 5 to 
Blacksburg, then along US 1 Iwy 29 to 
Gaffney, then along SC Hwy 11 to New 


Prospect, then along SC Hwy 9 to 
junction SC Hwy 292, then along SC 
Hwy 292 to junction SC Hwy 176. then 
along SC Hwy 176 to Campobello. then 
along SC Hwy 11 to Walhalla, then 
along SC Hwy 28 to the SC-GA State 
line. (3) Between Georgetown, SC. on 
the one hand, and, on the other, points 
in SC on and north of a line beginning at 
the junction of US Hwy 17 and SC Hwy 
9 extending along SC Hwy 9 to 
Chesterfielf, then along SC Hwy 265 to 
junction SC Hwy 903. then along SC 
Hwy 903 to junction SC Hwy 9, then 
along SC Hwy 9 to Chester, then along 
SC Hwy 72 to Joanna, then along US 
Hwy 76 to the GA-SC State line. (4) 
Between Greenville, SC. on the one 
hand, and. on the other, points in SC on, 
east and north of a line beginning at 
Charleston extending along US HAvy 52 
to Kingstree, then along SC Hwy to 
Wisacky. then along SC Hwy 341 to 
Kershaw, then along US Hwy 521 to 
junction SC Hwy 160. then along SC 
Hwy 160 to Fort Mill, then along US 
Hwy 21 to junction SC Hwy 161, then 
along SC Hwy 161 to junction SC Hwy 
274, then along SC Hwy 274 to junction 
SC Hwy 55, then along SC Hwy 55 to 
junction SC Hwy 5, then along SC Hwy 
5 to junction US Hwy 29, then along US 
Hwy 29 to Gaffney, then along SC Hwy 
11 to Campobello. then along US Hwy 
176 to the NC-SC State line. (5) Between 
Walterboro, SC, on the one hand, and, 
on the other, points in SC on and north 
of a line beginning at the junction of US 
Hwy 17 and SC Hwy 9 extending along 
SC Hwy 9 to Nichols, then along US 
Hwy 76 to Mullins and Marion, then 
along US Hwy 501 to junction of SC 
Hwy 38. then along SC Hwy 38 to 
Bennettsville, then along SC Hwy 9 to 
junction SC Hwy 265, then along SC 
Hwy 265 to junction SC Hwy 903. then 
along SC Hwy 903 to Lancaster, then 
along SC Hwy 9 to junction SC Hwy 105. 
then along SC Hwy 105 to junction SC 
Hwy 211, then along SC Hwy 211 to 
Ashbury, then along an imaginary 
straight line through Rochuck and 
Pelham to Greenville, then along US 
Hwy 123 to Central, then along the 
eastern shore to Lake Keawee and the 
Toxaway River to the NC-SC State line. 
(6) Between Beaufort, SC, on the one 
hand, and, on the other, point in SC. on, 
north and west of a line beginning at the 
junction of US Hwy 17 and SC Hwy 9 
extending along SC Hwy 9 to Loris, then 
along US Hwy 701 to Homewood, then 
along SC Hwy 319 to junction SC Hwy 
917, then along SC Hwy 917 to junction 
US Hwy 76, then along US Hwy 76 to 
Marion, then along US Hwy 501 to 
junction SC Hwy 38, then along SC Mwy 
38 to Bennettsville, then along SC 1 Iwy 9 


to junction US Hwy 1, then along US 
Hwy 1 to Patrick, then along SC I fwy 
102 to Chesterfield, then along SC Hwy 
265 to junction SC Hwy 601. then along 
SC Hwy 601 to junction US Hwy 521, 
then along US Hwy 521 to Lancaster, 
then along SC Hwy 200 to junction US 
Hwy 21, then along US Hwy 21 to Great 
Falls, then along SC Hwy 99 to junction 
SC Hwy 97. then along SC Hwy 97 to 
Chester, then along SC Hwy 9 to Robat. 
then along SC Hwy 105 to junction SC 
Hwy 211. then along SC Hwy 211 to 
Ashbury, then along an imaginary 
straight line through Roebuck to 
Greenville, then along US Hwy 123 to 
Easley, then along SC Hwy 8 to Pickens, 
then along SC Hwy 183 to Walhalla, 
then along SC Hwy 28 to the SC-GA 
State line. (Gateway eliminated: points 
in NC.) 

No. MC 118831 (Sub-No. E 98). filed 
April 19,1976. Applicant: CENTRAL 
TRANSPORT, INC., PO Box 5388, 
Uwharrie Road, High Point, NC 27263. 
Representative: E. Stephen Heisley, 

Suite 805, 666 Eleventh St., NW, 
Washington. DC 20001. Dimethyl 
terephthalate , in bulk, in tank or hopper- 
type vehicles, (1) from points in NC 
(except Charlotte, Asheboro, Rocky 
Mount, Plymouth, Raleigh, Goldsboro. 
Sanford, Kinston. Moncure and 
Conway) on and east of a line beginning 
at the NC-SC State line extending along 
US Hwy 276 to junction NC Hwy 280, 
then along NC Hwy 280 to junction NC 
Hwy 191, then along NC Hwy 191 to 
junction US Hwy 25, then along US Hwy 
25 to the NC-TN State line, to points in 
AR; MO: and points in 1L on and west of 
a line beginning at Cairo extending 
along I Hwy 57, to Champagne, then 
along US Hwy 150 to Bloomington, then 
along US Hwy 51 to Mindota, then along 
US Hwy 52 to the IL-1A State line; and 
(2) from Asheboro, Rocky Mount. 
Plymouth. Raleigh, Goldsboro, Sanford. 
Kinston. Moncure and Conway, NC, to 
points in AR. 

(Gateways eliminated: Spartanburg 
County. SC, and Robertson County. TN.) 

No. MC 118831 (Sub-No. E 99), filed 
April 19.1976. Applicant: CENTRAL 
TRANSPORT. INC, PO Box 5388, 
Uwharrie Road. High Point, NC 27263. 
Representative: E. Stephen Heisley, 
Suite 805, 666 Eleventh St.. NW. 
Washington, DC 20001. Liquid 
petrochemicals , (except fertilizer and 
vegetable oils), in bulk, from points in 
Richmond County, GA, to points in AL 
on and west of a line beginning at the 
AL-FL State line extending along AL 
Hwy 27 to Geneva, Enterprise, Ozark, 
and Abbeyville. then along AL Hwy 10 
to the AL-GA State line, then along the 
Chattahoochie River to Lanett, then 
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along AL Hwy 81 to Stroud, then along 
US Hwy 431 to Anniston, then along AL 
Hwy 202 to junction US Hwy 78, then 
along US Hwy 78 to Birmingham, then 
along US Hwy 31 to Warrior, then along 
1 Hwy 63 to Decatur, then along US Hwy 
72 to junction US Hwy 43, then along US 
Hwy 43 to the AL-TN State line. 
(Gateway eliminated: points in SC and 
Lanett, AL.) 

MC 118831 (Sub-E 111) filed April 19, 
1979. Applicant: CENTRAL 
TRANSPORT, INC., P.O. Box 5388, 
Uwharrie Road, High Point. NC 27263. 
Representative: E. Stephen Heisley, 

Suite 805. 666 Eleventh St.. NW.. 
Washington, D.C. 20001. Liquid 
petrochemicals (except anhydrous 
ammonia, fertilizer and fertilizer 
materials), in bulk, in tank vehicles, 
from Asheboro, NC, to points in MO 
(except the St. Louis, MO, Commerical 
zone); IL (except the E. St Louis, IL, 
commercial zone): WI; MI; IN, points in 
TN oh and w r est of a line beginning at 
Iron Gap Mountain extending along TN 
Hwy 107 to junction US Hwy 23, then 
along US Hwy 23 to Erwin, then along 
TN Hwy 81 to Haw Crossroad, then 
along TN Hwy 93 to Kingsport, then 
along US Hwy 23 to the TN-VA State 
lines; points in KY on and west of a line 
beginning at the KY-VA State line 
extending along KY Hwy through 
Cumberland to junction KY Hwy 80, 
then along KY Hwy 80 to junction US 
Hwy 460, then along US Hwy 460 to 
junction KY Hwys 201 and 1 at Grayson, 
then along US Hwy 60 to Olive Hill, then 
along KY Hwy 59 to Vanceburg, then 
along KY Hwy 10 to Maysville; and 
points in OH on and west of a line 
beginning at the Ohio River extending 
along US Hwy 62 to junction OH Hwy 
32, then along OH Hwy 32 to junction 
OH Hwy 134, then along OH Hwy 134 to 
junction US Hwy 68, then along US Hwy 
68 to Springfield, then along OH Hwy 4 
to Maysville, then along US Hwy 36 to 
junction US Hwy 36, then along US Hwy 
36 to junction US Hwy 62, then along US 
Hwy 62 to junction OH Hwy. 39. then 
along OH Hwy 39 to junction US Hwy 
250, then along US Hwy 250 to junction 
US Hwy 22, then along US Hwy 22 to 
the OII-PA State line. (Gateways 
eliminated: points in SC and Charlotte, 
NC.) 

MC 118831 (Sub-Ell2), filed April 19. 
1979. Applicant: CENTRAL 
TRANSPORT. INC., PO Box 5388, 
Uwharrie Road, High Point, NC 27263. 
Representative: E. Stephen Heisley, 

Suite 805, 666 Eleventh St., NW, 
Washington. DC 20001. Liquid 
petrochemicals (except anhydrous 
ammonia, fertilizer and fertilizer 
materials), in bulk, in tank vehicles, 


from points in NC on and east of US 
Hwy 25 to points in MI on and north of a 
line beginning at Saginaw Bay extending 
• along unnumbered highway through 
Pinconning to junction US Hwy 23. then 
along US Hwy 23 to junction MI Hwy 55. 
then along MI Hwy 55 to junction MI 
Hwy 66. then along MI Hwy 66 to 
junction MI Hwy 42. then along MI Hwy 
42 to junction US Hwy 131, then along 
US Hwy 131 to junction MI Hwy 113, 
then along MI Hwy 113 to junction MI 
Hwy 37, then along MI Hwy 37 to 
junction US Hwy 31. then along US Hwy 
31 to junction MI Hwy 115, then along 
^ MI Hwy 115 to junction MI Hwy 22, then 
along MI Hwy 22 to Empire, then due 
westward across Lake Michigan to 
Lscanha, then along US Hwy 41 to 
unnumbered highway through Tesch, 
Terronville, Hardwood and Felch to 
junction Ml Hwy 95, then along MI Hwy 
95 to junction MI Hwy 69. then along MI 
Hwy 69 to junction MI Hwy 73. then 
along MI Hwy 73 to the MI-WI State 
line; points in WI on, north and west of 
a line beginning at the MI-WI State line 
extending along WI Hwy 55 to junction 
WI Hwy 70, then along WI Hwy 70 to 
junction WI Hwy 17, then along WI Hwy 
17 to junction US Hwy 8, then along US 
Hwy 8 to junction US Hwy 51, then 
along US Hwy 51 to junction WI Hwy 
86, then along WI Hwy 86 to junction WI 
Hwy 102. then along WI Hwy 102 to 
junction WI Hwy 13, then along WI Hwy 
13 to junction WI Hwy 64. then along WI 
Hwy 64 to junction WI Hwy 27. then 
along WI Hwy 27 to junction WI Hwy 
29, then along WI Hwy 29 to junction US 
Hwy 53, then along US Hwy 53 to 
junction WI Hwy 93, then along WI Hwy 
93 to junction US Hwy 10, then along US 
Hwy 10 to junction WI Hwy 37. then 
along WI Hwy 37 to junction WI Hwy 
35, then along WI Hwy 35 to the WI-IA 
State line; and points in MO on and 
west of a line beginning at the IA-MO 
State line extending along tinnumbered 
highway to junction of MO Hwys 46 and 
246, then along MO Hwy 46 to junction 
MO Hwy 113, then along MO Hwy 113 
to junction MO Hwy 118, then along MO 
Hwy 118 to junction US Hwy 159, then 
along US Hwy 159 to the MO-NE State 
line. (Gateway eliminated: points in SC 
and Charlotte, NC.) 

MC 118831 (Sub-Ell3). filed April 19. 
1976. Applicant: CENTRAL 
TRANSPORT. INC., P.O. Box 5388, 
Uwharrie Road. High Point. NC 27263. 
Representative: E. Stephen Heisley, 

Suite 805, 666 Eleventh St., NW., 
Washington, DC 20001. Liquid 
petrochemicals (except anhydrous 
ammonia, fertilizer, and fertilizer 
materials), in bulk, in tank vehicles, 
from points in NC on and east of a line 


beginning at the NC-SC State line 
extending along US Hwy 321 to junction 
I Hwy 85. then along I Hwy 85 to 
junction NC Hwy 49, then along NC 
Hwy 49 to junction NC Hwy 73, then 
along NC Hwy 73 to junction NC Hwy 
211, then along NC Hwy 211 to junction 
US Hwy 401, then along US Hwy 401 to 
junction NC Hwy 24 at Fayetteville, then 
along US Hwy 117 to junction NC Hwy 
132, then along NC Hwy 132 to junction 
US Hwy 74, then along US Hwy 74 to 
Wrightsville Beach, to points in IL 
(except points in East St. Louis. IL, 
commercial zone), IN, KY. MI. MO 
(except points in the St. Louis. MO. 
commercial zone), OH. TN, and WI 
restricted against the transportation of 
caustic soda from Acme, NC, and points 
within 5 miles thereof). (Gateway 
eliminated: points in SC and Charlotte, 
NC.) 

MC 118831 (Sub-Ell4). filed April 19. 
1976. Applicant: CENTRAL 
TRANSPORT. INC., P.O. Box 5388. 
Uwharrie Road. High Point, NC 27263. 
Representative: E. Stephen Heisley. 

Suite 805, 666 Eleventh St., NW„ 
Washington, DC 20001. Liquid 
petrochemicals (except fertilizer, 
fertilizer materials, and anhydrous 
ammonia), in bulk, from points in NC 
(except Moncure, Conway, Asheboro, 
Rocky Mount, Plymouth. Raleigh. 
Sanford, Kinston and Goldsboro) on and 
east of a line beginning at the NC-SC 
State line extending along NC Hwy 108 
to junction US Hwy 221, then along US 
Hwy 221 to junction I Hwy 40. then 
along I Hwy 40 to junction NC Hwy 18. 
then along NC Hwy 18 16 junction NC 
Hwy 268. then along NC Hwy 268 to 
junction US Hwy 601. then along US 
Hwy 601 to junction US Hwy 52 then 
along US Hwy 52 to the NC-VA State 
line, to points in WI. (Gateway 
eliminated: points in SC and Charlotte, 
NC.) 

MC 118831 (Sub-El 13), filed April 19, 
1976. Applicant: CENTRAL 
TRANSPORT, INC., P.O. Box 5388. 
Uwharrie Road, High Point. NC 27263. 
Representative: E. Stephen Heisley. 

Suite 805, 666 Eleventh St.. NW., 
Washington, DC 20001. Liquid 
petrochemicals (except anhydrous 
ammonia, fertilizer, and fertilizer 
materials), in bulk, from points in NC 
(except Moncure. Conway. Rocky 
Mount, Plymouth, Raleigh. Sanford, 
Kinston and Goldsboro) on and east of a 
line beginning at the NC-SC State line 
extending along US Hwy 108 to junction 
US Hwy 221, then along US Hwy 221 to 
function I Hwy 40, then along I Hwy 40 
to junction NC Hwy 18. then along NC 
Hwy 18 to junction NC Hwy 90, then 
along NC Hwy 90 to junction US Hwy 
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901, then along NC Hwy 901 to 
Hiddenite, then along US Hwy 64 to 
Mocksvile. then along US Hwy 29 to 
junction l Hwy 85, then along 1 Hwy 85 
to junction US Hwy 158, then along US 
Hwy 158 to junction NC Hwy 48. then 
along NC Hwy 48 to junction l Hwy 95, 
then along I Hwy 95 to the NC-VA State 
line, to points in Ml. (Gateway 
eliminated: points in SC and Charlotte, 
NC.) 

MC 118831 (Sub-Ell6), filed April 19. 
1976. Applicant: CENTRAL 
TRANSPORT, INC.. P.O. Box 5388. 
Uwharrie Road, High Point. NC 27263. 
Applicant’s representative: E. Stephen 
Heisley, Suite 805. 666 Eleventh St., 

NW.. Washington. DC 20001. (A) Liquid 
petrochemicals (except dimethyl 
terephthalate, anhydrous ammonia, 
fertilizer, and fertilizer materials), in 
bulk, from points in NC (except Conway. 
Rocky Mount. Plymouth. Raleigh, 
Sanford. Kinston and Goldsboro), on 
and east of a line beginning at the NC- 
SC State line extending along 
unnumbered highway through Forest 
City to junction NC Hwy 226, then along 
NC Hwy 226 to junction NC Hwy 10. 
then along NC Hwy 10 to junction NC 
Hwy 18, then along NC Hwy 18 to Icard, 
then along unnumbered highway 
through Rhodhiss to Granite Falls, then 
along unnumbered highway to junction 
NC Hwy 90, then along NC Hwy 90 to 
junc-unnumbered highway, then along 
unnumbered highway to Newhope, then 
along NC I Iwy 901 to junction US Hwy 
21. then along US Hwy 21 to junction US 
I Iwy 421. then along US Hwy 421 to 
junction US Hwy 311, then along US 
Hwy 311 to junction US Hwy 220, then 
along US Hwy 220 to the NC-VA State 
line, to points in IL (except points in the 
East St. Louis, IL, Commercial zone). 
(Gateways eliminated: points in SC and 
Charlotte, NC.) (B) Dimethyl 
terephthalate . in bulk, from points in NC 
(except Conway, Rocky Mount. 
Plymouth. Raleigh. Sanford, Kinston and 
Goldsboro), on and east of a line 
beginning at the NC-SC State line 
extending along unnumbered highway 
through Forest City to junction NC Hwy 
226. then along NC Hwy 226 to junction 
NC Hwy 10, then along NC Hwy 10 to 
junction NC Hwy 18. then along NC 
Hwy 18 to junction unnumbered 
highway, then along unnumbered 
highway to Icard, then along 
unnumbered highway through Rhodhiss 
to Granite Falls, then along NC Hwy 90 
to Hiddenite, then along unnumbered 
highway to Newhope, then along NC 
Hwy 901 to junction US Hwy 21, then 
along US Hwy 21 to junction US Hwy 
421, then along US Hwy 421 to junction 
US Hwy 311, then along US Hwy 311 to 


junction US Hwy 220, then along US 
Hwy 220 to the NC-VA State line, to 
points in IL on and ea9t of a line 
beginning at Cairo extending along I 
Hwy 57 to Champagne, then along US 
Hwy 150 to Bloomington, then along US 
Hwy 51 to Mindota, then along US Hwy 
52 to the 1L-IA State line. (Gateway 
eliminated: Spartanburg County, SC, 
and Robertson County. TN.) 

Transportation of “Waste” Products for 
Reuse or Recycling 

Special Certificate Letter Notice(s) 

The following letter notices request 
participation in a Special Certificate of 
Public Convenience and Necessity for 
the transportation of “waste” products 
for reuse or recycling in furtherance of a 
recognized pollution control program 
under the Commission’s regulations (49 
CFR 1062) promulgated in “Waste” 
Products. Ex Parte No. MC-85.124 
M.C.C. 583 (1976). Requests are 
processed as seeking authority between 
all points in the United States. 

An original and one copy of protests 
(including protestant’s complete 
argument and evidence) against 
applicant’s participation may be Bled 
withe the Interstate Commerce 
Commission within 20 days from the 
date of this publication. A copy must 
also be served upon applicant or its 
representative. Protests against the 
applicant’s participation will not operate 
to stay commencement of the proposed 
operation. 

If the applicant is not otherwise 
informed by the Commission, operations 
may commence within 30 days of the 
date of its notice in the Federal Register, 
subject to its tariff publication effective 
date. 

P-9-79 (Special certificate—waste 
products), filed August 13,1979. 
Applicant: Robert Brown. 3715 
Richmond Rd. NE., Cedar Rapids. LA 
52402. Representative: Robert Brown 
(same address a9 applicant). Sponsor 
Consolidated Recycling, Inc., of Cedar 
Rapids, 1A. Commodities: Waste 
products, 

P-10-79 (Special certificate—waste 
products), filed August 13,1979. 
Applicant: James Anderson, 2009 Wilson 
Ave., SW., Cedar Rapids, IA 52404. 
Representative: James Anderson (same 
as applicant). Sponsor Consolidated 
Recycling, Inc., of Cedar Rapids, 1A. 
Commodities: Waste products. 

By the Commission. 

Agatha L. Mergenovich, 

Secretary. 

[FR Doc. TO-26166 PlkxJ 9-10 79 8-46 am) 

BILLING CODE 7O35-0V-* 
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This section of the FEDERAL REGISTER 
contains notices of meetings published 
under the “Government in the Sunshine 
Act" (Pub. L 94-409) 5 U.S.C. 

552b(e)(3). 


CONTENTS 

Item 


Federal Election Commission.... 1 

Federal Reserve System (Board of 

Governors). 2 

Federal Trade Commission. 3 

National Neighborhood Reinvestment 

Corporation.. 4 

Nuclear Regulatory Commission. 5 


1 

FEDERAL ELECTION COMMISSION. 

DATE AND time: Tuesday. September 11, 
1979, at 11 a.m. 

place: 1325 K Street, NW.. Washington. 

D.G 

STATUS: This meeting will be closed to 
the public. 

MATTERS TO BE CONSIDERED: 

Compliance, Personnel. 

DATE AND time: Thursday, September 
13,1979, at 10 a.m. 

status: Portions of this meeting will be 
open to the public and portions will be 
closed. 

MATTERS TO BE CONSIDERED: 

Portions Open to the Public 

Setting of dates for future meetings. 
Correction and approval of minutes. 
Advisory Opinion 1979-42, Walter Ray 
Vernon. Jr. (South Carolina National Bank 

PAC). 

1980 elections and related matters: 

Revision of Proposed Regulations on the 
Funding and Sponsorship of Candidate 
Debates. 

Consultants report on audit process—staff 
director’s proposal to implement. 

Audit request of Baker committee. 
Thresholds for referring matters from the 
reports analysis division to the Office of 
General Counsel. 

Appropriations and budget—Budget 
Hxecution Report. 

Pending legislation. 

Classification actions. 

Routine administrative matters. 

Portions Closed to the Public 

Any matters not concluded on September 
11.1979. 


PERSONS TO CONTACT FOR INFORMATION: 

Mr. Fred S. Eiland, Public Information 
Officer, telephone 202-523-4065. 

Lena L. Stafford, 

Acting Secretary to the Commission. 

|S-1752-79 Filed 9-7-79:11:45 nm| 

BILLING COO€ 6715-0 MU 

2 

FEDERAL RESERVE SYSTEM: Board of 
Governors. 

TIME AND DATE: 10 a.m.. Friday. 
September 14,1979. 

PLACE: 20th Street and Constitution 
Avenue, NW., Washington, D.C. 20561. 

STATUS: Closed, 

MATTERS TO BE CONSIDERED: 1. 

Personnel actions (appointments, 
promotions, assignments, reassignments, 
and salary actions) involving individual 
Federal Reserve System employees. 2. 
Any agenda items carried forward from 
a previously announced meeting. 

CONTACT PERSON FOR MORE 
INFORMATION: Mr. Joseph R. Coyne. 
Assistant to the Board, (202) 452-3204. 

Dated: September 6.1979. 

Griffith L. Garwood. 

Deputy Secretary of the Board\ 

IS-1750-79 Filed 9-0-79; 4:41 pm| 

BILUNG CODE 6210-01-41 

3 

FEDERAL TRADE COMMISSION. 

TIME AND DATE: 1 p.m., Wednesday. 
September 12,1979. 

PLACE: Room 432, Federal Trade 
Commission Building, 6th Street and 
Pennsylvania Avenue NW.. Washington, 
D.C. 20580. 

status: Open. 

MATTERS TO BE CONSIDERED: Oral 
Presentation in Amendment to Trade 
Regulation Rule on Preservation of 
Consumers’ Claims and Defenses. 

CONTACT PERSON FOR MORE 

information: Ira J. Furman. Office of 
Public Information (202) 523-3830; 
Recorded Message (202) 523-3806. 

IS-1751-70 filed 9-7-79; 9-47 am] 

BILLING CODE 67S0-01-* 

4 ” 

NATIONAL NEIGHBORHOOD 
REINVESTMENT CORPORATION. 

“FEDERAL REGISTER” CITATION OF 
PREVIOUS ANNOUNCEMENT: Vol. 44, No. 
172, September 4,1979. 


“PREVIOUSLY ANNOUNCED TIME AND 
DATE: Wednesday, September 5,1979, 
3:30 p.m. 

place: 1700 G Street NW., Sixth Floor. 
Washington, D.C. 

CHANGES IN THE meeting: The Status of 
the Meeting has been changed from 
“Open” to “Open and Closed”. The 
following item has been changed from 
the open to the closed portion of the 
meeting: 

Consideration of proposed 1981 
budget of the National Neighborhood 
Reinvestment Corporation. 

No. 7, September 7,1979. 

Donnie L. Bryant, 

Secretary. 

(S-1754-79 Filed 9-7-79: 3 44 pm) 


5 

NUCLEAR REGULATORY COMMISSION. 
time and DATE: Week of September 10. 
1979. 

PLACE: Commissioners’ Conference 
Room. 1717 H St.. N.W., Washington. 
D.C. 

status: Open. 

MATTERS TO BE CONSIDERED: 

Thursday. September 13,1:30 p.m. 

1. Briefing on Report of Task Force on 
Emergency Planning (Approximately 1 hour, 
public meeting). 

2. Briefing on Report on Current NRC 
Requirements and Guidance to Licensees for 
Qualifications of Reactor Operators 
(approximately 1 hour, public meeting). 

3. Affirmation Session (approximately 10 
minutes, public meeting, tentative): a. Order 
in Offshore Power Systems, b. Order in UCS 
Petition. 

Friday. September 14, 2 p.m. 

1. Continuation of Briefing by H. Denton on 
Conclusions of TMI Lessons Learned 
Recommendations (continued from 
September 6, approximately 1 hour, public 
meeting). 

2. Discussion of Hearing Board Report on 
Clearance Rule Proceeding (approximately 1 
hour, public meeting). 

CONTACT PERSON FOR MORE 
INFORMATION: Walter Magee. (202) 634- 
1410. 

Walter Magee, 

Office of the Secretory. 

September 6.1979. 

(S-1753 Filed 9-7-79; 2:59 pm] 

BILUNG CODE 7599-01-41 
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DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Food and Drug Administration 

[21CFR Part 864] 

[Docket No. 78N-1833J 

Classification of Hematology and 
Pathology Devices; Development of 
General Provisions 

agency: Food and Drug Administration. 
action: Proposed rule. 


summary: The agency is proposing 
genera] rules applicable to the 
classification of all hematology and 
pathology devices. The Medical Device 
Amendments of 1976 require the Food 
and Drug Administration (FDA) to 
classify all medical devices intended for 
human use into three categories: class I, 
general controls; class II. performance 
standards; and class III, premarket 
approval. In the preamble to this 
proposal, FDA describes the 
development of the proposed regulations 
classifying individual hematology and 
pathology devices, which are being 
published elsewhere in this issue of the 
Federal Register. The preamble also 
describes the activities of the 
Hematology Device Classification Panel 
and the Pathology Device Classification 
Panel, FDA advisory committees that 
make recommendations to FDA 
concerning the classification of 
hematology and pathology devices. 
DATES: Comments by November 13, 

1979. FDA proposes that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT*. 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-430), Food and 
Drug Administration. Department of 
Health. Education, and Welfare, 8757 
Georgia Ave.. Silver Spring. MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Device Classification System 

The Medical Device Amendments of 
1976 (the amendments) (Pub. L 94-295) 
establish a comprehensive system for 
the regulation of medical devices 
intended for human use. One provision 
of the amendments, section 513 of the 
Federal Food. Drug, and Cosmetic Act 
(the act) (21 U.S.C. 360c), establishes 
three categories (classes) of devices, 


depending on the regulatory controls 
needed to provide reasonable assurance 
of their safety and effectiveness. The 
three categories are as follows: class I, 
general controls; class II. performance 
standards; class III, premarket approval. 

Most devices are not classified under 
section 513 of the act until after FDA has 
(1) received a recommendation from a 
device classification panel (an FDA 
advisory committee): (2) published the 
Panel’s recommendation for comment, 
along with a proposed regulation 
classifying the device; and (3) published 
a final regulation classifying the device. 
These steps must precede the 
classification of any device that was in 
commercial distribution before May 28, 
1976 (the date of enactment of the 
amendments) and that was not 
previously regarded by FDA as a new 
drug under section 505 of the act (21 
U.S.C. 355). A device that is first offered 
for commercial distribution after May 
28.1976, and that is substantially 
equivalent to a device classified under 
this scheme, is classified in the same 
class as the device to which it is 
substantially equivalent. 

A device that FDA previously 
regarded as a new drug, or a newly 
offered device that is not substantially 
equivalent to a device that was in 
commercial distribution before the 
amendments, is classified by statute into 
class III. These two types of devices are 
classified into class III without any FDA 
rulemaking proceedings. The agency 
determines whether new devices are 
substantially equivalent to previously 
offered devices by means of the 
premarket notification procedure in 
section 510(k) of the act (21 U.S.C. 

360(k)) and Part 807 of the regulations 
(21 CFR Part 807). 

Related Regulations 

In the Federal Register of July 28,1978 
(43 FR 32988), the agency issued final 
regulations describing the procedures 
for classifying devices intended for 
human use. These regulations, which 
were proposed in the Federal Register of 
September 13,1977 (42 FR 46028). 
supplement the agency’s regulations in 
Part 14 (21 CFR Part 14) governing the 
use of advisory committees. The agency 
also issued interim device classification 
procedures in a notice published in the 
Federal Register of May 19,1975 (40 FR 
21848). 

Hematology and pathology devices 
are subject to labeling requirements in 
§ 809.10 (21 CFR 809.10) for in vitro 
diagnostic products. As defined in 
§ 809.3(a) (21 CFR 809.3(a)), in vitro 
diagnostic products are those reagents, 
instruments, and systems intended for 
use in the diagnosis of disease or in the 


determination of the state of health in 
order to cure, mitigate, treat, or prevent 
disease or its sequelae. These products 
are intended for use in collecting, \ 
preparing, and examining specimens 
taken from the human body. Before the 
Medical Device Amendments of 1976, 
FDA regarded in vitro diagnostic 
products as drugs or devices, or as 
combinations of drugs and devices. 

Since the enactment of the amendments, 
with their expanded definition of 
"device” in section 201(h) of the act (21 
U.S.C. 321(h)). FDA regards in vitro 
diagnostic products as devices. 

Certain in vitro diagnostic products 
are also biological products subject to 
section 351 of the Public Health Service 
Act (42 U.S.C. 262). Hematology devices 
that are also biological products include 
blood grouping sera, antihuman globulin 
sera, leukocyte typing sera, hepatitis B 
antigen, antibody to hepatitis B antigen, 
blood group specific substances, and 
reagent red blood cells. Establishments 
manufacturing these products are 
subject to licensure by the Bureau of 
Biologies, FDA, under section 351 of the 
Public Health Service Act. The 
Hematology Device Classification Panel 
has not yet made classification 
recommendations concerning these 
products. However, certain of these 
products have in vitro diagnostic uses 
for which licensing is not required. The 
Hematology Panel made 
recommendations concerning those 
uses, which FDA is publishing 
elsewhere in this issue of the Federal 
Register in the proposal for 
classification of blood group substances 
of nonhuman origin for in vitro 
diagnostic use (Docket No. 78N-1922). 
This proposal excludes licensable blood 
group specific substances. Similarly, the 
proposal for classification of systems for 
the identification of hepatitis B antigen 
(Docket No. 78N-1934) excludes 
licensable hepatitis B antigen and 
antisera to hepatitis B antigen. The 
proposal for classification of quality 
control kits for blood reagents (Docket 
No. 78N-1938) covers antisera to various 
blood group antigens, antihuman 
globulin sera, and red blood cells, none 
of which are licensable. 

Among the hematology devices that 
are subject to classification proposals in 
this issue of the Federal Register are a 
number of devices that are used in 
establishments that manufacture human 
blood and blood products. The 
classifications of devices used in these 
establishments are being codified in 
Subpart J of proposed Part 864 (21 CFR 
Part 864, Subpart J). Establishments that 
manufacture human blood and blood 
products include human blood and 
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plasma donor centers, blood banks, 
transfusion services, other blood 
product manufacturers, and independent 
laboratories that engage in quality 
control and testing for blood product 
establisments. These establishments are 
already regulated by the Bureau of 
Biologies under regulations in Parts 606, 
607, and 640 (21 CFR Parts 606, 607, and 
640). FDA has decided that it is 
appropriate for devices used only in 
these establishments to be regulated 
under the provisions of the Federal 
Food. Drug, and Cosmetic Act that apply 
to devices, as well as under section 351 
of the Public Health Service Act, where 
applicable, and the regulations in Parts 
606, 607, and 640. 

Activities of Panels 

Anticipating enactment of the 
amendments, FDA established several 
advisory committees to make 
preliminary recommendations on device 
classification. The Hematology Device 
Classification Panel and the Pathology 
Device Classification Panel were 
originally chartered on October 15,1974. 
as the Hematology/Pathology 
Subcommittee of the Diagnostics 
Products Advisory Committee. 

On August 9,1976, the Subcommittee 
was divided and rechartered as the 
Hematology Device Classification Panel 
and the Pathology Device Classification 
Panel to reflect new responsibilities 
under the amendments. The agency 
directed each Panel to reconsider its 
preamendments classification 
recommendations in light of the new 
requirements. In 1976 and 1977, each 
Panel reviewed all devices that FDA 
had referred to it to make certain that its 
recommendations were in accord with 
the amendments. 

Throughout the Panels' deliberations, 
interested persons were given an 
opportunity to present their views, data, 
and other information concerning the 
classification of hematology and 
pathology devices. The Panels also 
invited experts to testify and sought 
information on many devices from the 
published literature. 

In October 1977, the Panels submitted 
to FDA preliminary reports of their 
recommendations. The reports included 
rosters of current and former Panel 
members and consultants and listed all 
meeting dates. The agency placed copies 
of the report in the office of the Hearing 
Clerk (HFA-305). Food and Drug 
Administration, and announced their 
availability to the public by notice 
published in the Federal Register of 
November 29,1977 (42 FR 60792). Also 
available in the office of the Hearing 
Clerk are summary minutes from all 
Panel meetings, verbatim transcripts of 


meetings held after May 28.1976 (the 
date of enactment of the amendments), 
and all references cited in individual 
hematology and pathology device 
proposed classification regulations. 
Interested persons may review these 
documents in the office of the Hearing 
Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65. 5600 Fishers 
Lane, Rockville, MD 20857, between 9 
a.m. and 4 p.m., Monday through Friday. 

List of Hematology and Pathology 
Devices 

In 1972 FDA surveyed device 
manufacturers to identify the devices for 
which classification regulations would 
be needed. Following this survey, FDA 
developed a list of hematology and 
pathology devices. The Panels 
supplemented the list using their 
members’ knowledge of hematology and 
pathology devices in use. Devices that 
were solely for experimental or 
investigational use or that were not 
generally available were not included. 

FDA is proposing to establish a new 
Part 864 in Title 21 of the Code of 
Federal Regulations. Part 864 will 
consist of sections identifying each 
hematology or pathology device with a 
brief narrative description and stating 
the classification of that device. A list of 
the hematology and pathology devices 
appears elsewhere in this preamble. 

Individual Hematology and Pathology 
Device Classification Regulations 

Elsewhere in this issue of the Federal 
Register, the agency is issuing 108 
individual proposed regulations to 
classify each hematology and pathology 
device. The agency is proposing to 
classify 46 hematology and pathology 
devices into class I (general controls). 55 
devices into class 11 (performance 
standards), 6 devices into class III 
(premarket approval), and one document 
proposes to classify the electromagnetic 
type of a device into class III and the 
nonelectromagnetic type of the device 
into class II. FDA also is publishing the 
recommendations of the Panels 
regarding these devices, as required by 
section 513(c)(2) and (d)(1) of the act. 

Published Panel Recommendations 

Each published Panel 
recommendation concerning a 
hematology or pathology device 
includes the information described 
below. 

1. Identification. Both the Panel 
recommendation and proposed FDA 
classification regulation include a brief 
narrative identification of the device. 

The identification statement is 
necessarily broad because it applies to a 
category or type of device rather than to 


a specific device. As explained in 
proposed § 864.1 (21 CFR 864.1), any 
manufacturer of a newly offered device 
who files a premarket notification 
submission under section 510(k) of the 
act (21 U.S.C. 360{k)) and Part 807 of the 
regulations (21 CFR Part 807) cannot 
show merely that the device is 
accurately described by the section title 
and identification provisions of a 
classification regulation. Although a 
new device may be described accurately 
by the title and identification in a 
classification regulation, it is 
nevertheless in class III under section 
513(f) of the act if it is not substantially 
equivalent to a preamendments device 
(or to a postamendments device that has 
already been reclassified from class III 
into class I or class II). It is not practical 
for FDA to publish an identification of 
each type of device that is so detailed as 
to anticipate every product feature that 
may be relevant in determining whether 
a new device is substantially equivalent 
to previous devices classified by the 
regulation. The agency believes that this 
problem was recognized in, and 
addressed by, the premarket notification 
procedures in section 510(k) of the act. 
Accordingly, any manufacturer who 
submits a premarket notification 
submission should state why the 
manufacturer believes that the device is 
substantially equivalent to other devices 
in commercial distribution, as required 
by § 807.87 (21 CFR 807.87) and whether 
the device is described in a 
classification regulation. 

2. Recommended classification. Each 
Panel’s recommendation describes 
whether the device is recommended for 
classification into class I (general 
controls), class II (performance 
standards), or class III (premarket 
approval). 

For each device recommended for 
classification into class I. the Panel 
considered whether the device should 
be exempt from any requirements under 
certain sections of the act: section 510 
(21 U.S.C. 360, registration), section 519 
(21 U.S.C. 360i, records and reports), and 
section 520(f) (21 U.S.C. 360j(f). good 
manufacturing practice requirements). 
Although the Panels did not recommend 
that any device be exempted at this time 
from section 519 of the act, the 
Pathology Device Classification Panel 
did recommend that the manufacturers 
of several class I devices be exempted 
from good manufacturing practice 
regulations (and thus from the records 
and reports requirements in these 
regulations) in the manufacture of these 
devices. The Hematology Device 
Classification Panel recommended that 
manufacturers of one class I device be 








exempted from the premarket 
notification requirements of section 
510(k). The agency’s policy concerning 
these exemption recommendations is 
discussed below in the section of this 
proposal concerning "Exemptions for 
Class I Devices." 

A Panel recommendation that a 
device be classified into class II 
includes the Panel’s recommended 
priority ("high," "medium," or "low") for 
establishing a performance standard for 
the device. Similarly, each Panel 
recommendation that a device be 
classified into class III includes the 
Panel’s recommended priority ("high." 
"medium." or "low") for application of 
premarket approval requirements to that 
device. As explained below in the 
section of this notice concerning 
"Priorities for Class II and III Devices,” 
the agency is not proposing the 
establishment of FDA priorities at this 
time. 

3. Summary of reasons for 
recommendation. The summary of 
reasons for the Panel's recommendation 
explains why the Panel believes that a 
particular device meets the statutory 
criteria for classification into class l. IL 
or 111. 

Except in those instances in which 
FDA's classification proposal differs 
from the Panel's recommendation, the 
agency is adopting the Panel’s summary 
of reasons as the agency’s statement of 
the reasons for issuing the regulations, 
as required by section 517(f) of the act 
(21 U.S.C. 360g(f)). 

The summary of reasons for a 
recommendation identifies any device 
that is an implant of a life-supporting or 
life-sustaining device. The summary of 
reasons for any implant or life¬ 
supporting or life-sustaining device that 
is not recommended for classification 
into class III also explains why the 
Panel determined that classification of 
the device into class 111 is not necessary 
to provide reasonable assurance of its 
safety and effectiveness. The agency 
provides a similar explanation in the 
"Proposed Classification” section of the 
preamble to any proposal to classify an 
implant or a life-supporing or life- 
sustaining device into a class other than 
class III. 

4. Summary of data on which the 
recommendation is based. In many 
cases, the Panels based their 
recommendation on the Panel members* 
personal knowledge of. and clinical 
experience with, the devices under 
review. The Panel particularly relied on 
clinical experience and judgment when 
considering a simple device that had 
been used extensively and was accepted 
widely before the amendments were 
enacted. The legislative history of the 


amendments makes clear that the term 
"data" has a special meaning in section 
513(c)(2)(A) of the act, which requires 
that a Panel recommendation summarize 
the data upon which a recommendation 
is based. As used in that section, "data 
refers not only to the results of scientific 
experiments, but also to less formal 
evidence, other scientific information, or 
judgments of experts (House Committee 
on Interstate and Foreign Commerce. 
Medical Device Amendments of 1976. H. 
Rept. No. 94-853. 94th Congress' 2d 
Session 40 (1967)). The agency has 
determined that clinical experience and 
judgment is valid scientific evidence for 
classifying certain devices. 

In many cases. FDA sought more data 
and information concerning the 
classification of a device than were 
cited by the Panel. References to these 
data and information arc* found in the 
"Proposed Classification" section of the 
preambles to individual hematology and 
pathology device proposed regulations. 
The FDA is adopting, as the agency's 
statement of the basis for issuing the 
regulation under section 517(f) of the act, 
the Panel's summary of the data on 
which a recommendation to classify a 
device is based, together with any 
additional data and information cited in 
the preamble to the proposed 
classification regulation. 

5. Risks to health. In identifying the 
risks to health presented by hematology 
or pathology devices, the Panels 
recognized that few devices are 
completely free of risk. The Panels listed 
the risks they considered most 
significant, especially those that are 
unique to the individual device. In some 
cases, FDA has identified additional 
risks to health presented by a device. 
These additional risks are set out in the 
section of the preamble concerning the 
"Proposed Classification” of a particular 
device. 

Because the classification 
recommendations and FDA regulations 
do not identify all risks to health 
presented by hematology and pathology 
devices, future regulations establishing 
performance standards under section 
514 of the act (21 U.S.C 360d) or 
requiring premarket approval under 
section 515(b) of the act (21 U.S.C. 
360e(b)) may identify additional risks to 
health to be addressed by FDA 
requirements. 

Proposed Classification 

Each proposed regulation to classify a 
hematology or pathology device states 
whether FDA agrees with the Panel’s 
recommendation, describes the agency’s 
proposed classification of the device, 
and proposes a new section in Part 664 


in which the device classification will be 
codified. 

The FDA cautions that the final 
classification of a device may differ 
from the proposal. Factors that may 
cause such a change include comments, 
the agency’s reconsideration of existing 
data and information, and the agency’s 
consideration of new data and 
information. 

Priorities for Class II and Class III 
Devices 

For a device that a Panel recommends 
be classified into class 11 or class III, 
section 513(c)(2)(A) of the act requires 
that the Panel recommendation include, 
to the extent practicable, a 
recommendation for the assignemqnt of 
a priority for application to the device of 
performance standards or premarket 
approval requirements. In developing its 
advice concerning priorities ("high.” 
"medium," or "low") of devices 
recommended for classification into 
class 11 or class III, the Panels compared 
the devices with other hematology or 
pathology devices on the basis of 
information available to the Panel 
members concerning the relative 
importance of use of the device and the 
relative risks presented by the device. 
The Panels recommended assignment of 
a."high priority" only to those class 11 or 
ciass HI devices that the Panels believed 
should receive the agency’s immediate 
attention. 

The FDA is not proposing at this time 
to establish priorities for development of 
performance standards for class II 
devices or application of premarket 
approval requirements to class III 
devices. Section 513(d)(3) of the act 
authorizes, but does not require, 
establishment of these priorities. At a 
later date, however, the agency will 
establish priorities for the development 
of standards for class II devices and the 
application of premarket approval 
requirements to class III devices. These 
priorities will be based on classification 
panels’ recommendations, available 
resources, and other relevant factors. 
The agency’s priorities will be reflected 
in the agency’s annual budget request 
and other publicly available documents 
and may be published in the Federal 
Register. 

The agency intends to proceed as 
quickly as the statute and classification 
panel resources permit to require 
premarket approval of devices classified 
into class III. There are two factors 
affecting the length of time necessary 
before FDA requires submission of 
premarket approval applications for any 
particular device that is classified by an 
FDA regulation into class III: the number 
of devices reviewed by a panel and the 
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priority of a particular device in relation 
to other class 111 devices considered by 
a classification panel. For example, 
where FDA classifies into class III only 
a few devices within a Panel’s specialty 
area, FDA may at the same time also 
publish regulations under section 515(b) 
of the act requiring premarket approval 
for many of the class III devices 
considered by the Panel, regardless of 
whether they are considered to be of a 
high or a low priority. Where practical. 
FDA will publish these section 515(b) 
regulations during the grace period (at 
least 30 months) following classification, 
during which a device classified into 
class III by FDA regulation may lawfully 
remain on the market without a 
premarket approval application. The 
grace period is provided for in section 
501(f) of the act (21 U.S.C. 351(f)). 

Exemptions for Class 1 Devices 

Section 513 of the Federal Food, Drug, 
and Cosmetic Act provides that FDA 
may exempt a device recommended for 
classification into class I from a 
requirement under the following 
sections of the act: section 510, 
registration; section 519. records and 
reports: and section 520(f), good 
manufacturing practices. 

Under section 510 of the act, a person 
“engaged in the manufacture, 
preparation, propagation, compounding 
or processing of * * * a device or 
devices’* must register with FDA 
(section 510(b) through (i)}, file a list of 
devices (section 510(j)), and notify FDA 
a! least 90 days before beginning 
commercial distribution of a device 
(section 510(k)). (See 21 CFR Part 807.) 
Section 510(g)(4) authorizes the agency 
to exempt a device from section 510 if it 
finds that compliance with that section 
is not necessary for the protection of the 
public health. In § 807.65 (21 CFR 
807.65). FDA has exempted certain 
classes of persons from section 510 of 
the act. Several device classification 
panels have recommended that 
manufacturers of certain class I devices 
also be exempted from all or some of the 
requirements of section 510. The agency 
has determined that protection of the 
public health requires that 
manufacturers of medical devices, other 
than those already exempt under 
§ 807.65, register and list their products 
with FDA to ensure that the agency can 
identify these manufacturers and their 
products and conduct necessary 
inspections. 

The agency has determined, however, 
for certain devices, that it is not 


necessary for the protection of the 
public health that FDA receive 
premarket notification submissions. 
Thus, the agency has proposed to 
exempt certain devices from Subpart E 
of Part 807 of the regulations, which 
implements section 510(k) of the act. The 
agency does not, at this time, anticipate 
that premarket approval will be required 
for these devices. The agency believes 
that the semiannual updating of device 
listing under section 510(j)(2) will 
provide FDA with adequate notice of 
new products within this exempt generic 
type of device. 

Section 519 of the act authorizes FDA 
to issue regulations requiring device 
manufacturers, importers, and 
distributors to establish and maintain 
such records, make such reports, and 
provide such information as the agency 
may reasonably require to assure that 
devices are not adulterated or 
misbranded and to otherwise assure 
their safety and effectiveness. The 
records and reports requirements in 
several of FDA’s present device 
regulations are authorized, wholly or in 
part, by section 519. The most extensive 
of these requirements are found in the 
device good manufacturing practice 
(GMP) regulation (21 CFR Part 820), 
published in the Federal Register of July 
21.1978 (43 FR 31508). In the future, FDA 
will publish other regulations in 
accordance with section 519 of the act, 
including regulations requiring reports to 
FDA of experience with medical 
devices. Until these regulations are 
issued, FDA believes that it cannot 
properly issue exemptions from them. In 
the future, whenever the agency 
proposes device regulations that include 
records and reports requirements, 
interested persons may submit 
comments requesting that certain 
classes of manufacturers or other 
persons be exempted from the 
requirements, and FDA will issue 
exemptions that are appropriate. 

The only type of exemption from 
records and reports requirements that 
FDA is proposing now, in device 
classification regulations, is an 
exemption of certain manufacturers 
from most requirements of the device 
GMP regulation. As explained below, 
the exemption will not extend to two 
device GMP records requirements. 

The device GMP regulation was 
published in final form in the Federal 
Register of July 21.1978. At the time of 
the Panel’s recommendations, the GMP 
regulation had not yet been 


promulgated, and the agency had not yet 
developed criteria for exempting a class 
I device from GMP requirements. The 
agency has now decided that, if any one 
of the following criteria is met, FDA will 
consider exempting from the GMP 
regulation a class I device that is not 
labeled or otherwise represented as 
sterile. The agency will not. however, 
exempt a device from § 820.180 (21 CFR 
820.180), with respect to general 
requirements concerning records, or 
§ 820.198 (21 CFR 820.198). with respect 
to complaint files. The criteria are: 

1. FDA has determined, based on 
adequate information about current 
practices in the manufacture of the 
device and about user experience with 
the device, that application of the GMP 
regulation is unlikely to improve the 
safety and effectiveness of the device. 

2. FDA has determined that all 
possible defects relating to the safety 
and effectiveness of the device are 
readily detectable before use, either 
through visual examination by the user 
or routine testing before use. e.g., testing 
a clinical laboratory reagent with 
positive and negative controls. 

3. FDA has determined that any defect 
in the device that is not readily 
detectable will not result in a device 
failure that could have an adverse effect 
on the patient or other user. 

FDA has determined that no device 
that is labeled or otherwise represented 
as sterile will be exempted from the 
device GMP regulation. Such a device 
must be subject to the entire GMP 
regulation to ensure that manufacturers 
adequately reduce the bioburden 
(number of microorganisms) on the 
device and its components during the 
manufacturing process. This reduction is 
accomplished through adherence to a 
comprehensive quality assurance 
program, as is required by the GMP 
regulation, with adequate environmental 
controls, trained personnel, appropriate 
maintenance and calibration of 
sterilization equipment, recordkeeping 
concerning lot sterility, strict packaging 
and labeling controls, and other quality . 
assurance measures. 

The agency also has determined that 
no exemption from the device GMP 
regulation will extend to § 820.180, with 
respect to general requirements 
concerning records, or § 820.198, with 
respect to complaint files. The agency 
believes that granting exemptions from 
these sections would not be in the public 
interest, and that compliance with these 
sections is not unduly burdensome for 
device manufacturers. To ensure that 
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device manufacturers have adequate 
systems for complaint investigation and 
followup, all such manufacturers are 
required to comply with the complaint 
file requirements of 5 820.19ft. All device 
manufacturers also are required to 
comply with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer's corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. 

In general. FDA has not initiated 
proposals to exempt manufacturers of 
class 1 devices from requirements under 
section 510, 519, or 520(f). but has acted 
on the basis of exemption 
recommendations of the device 
classification panels. Manufacturers and 
other interested persons may submit 
comments on the appropriateness of 
exemptions of manufacturers of class I 
devices that are not the subject of panel 


exemption recommendations. FDA will 
consider granting exemptions from the 
requirement of premarkel notification 
and from the GMP regulation (other than 
§§ 820.180 and 820.198) according to the 
policies and criteria discussed above. 
Comments requesting additional 
exemptions should be supported by 
information showing that the exemption 
of manufacturers of a device from the 
premarket notification requirement or 
the GMP regulation (other than § 820.180 
and 820.198), or both, is consistent with 
the policies and criteria discussed 
above. 

List of Hematology and Pathology 
Devices 

The following is a list of the 
hematology and pathology devices that 
FDA is proposing to classify, the section 
and subpart of Part 864 in the Code of 
Federal Regulations under which the 
regulation classifying the device will be 
codified, the docket number of the 
proposed classification regulation, and 
the proposed classification of each 
device. 


v_ 

Section 


Subpart B—Biological Stains 


Device Docket Na Class 


864.1950.... Oye or chomicat solution stains--—-. 78*4-1834 I 

864.1675_Dye powder stains- 78N-1635 ! 


Subpart C—Cell and Tissue Culture Products 


<yu yn n .. . . Synthetic cefl aed tissue culture nvxJta and components- 

864 2240._CeS and tissue culture supplies and equipment-—.- 

864.2260_Chromosome culture lot... . . . 

sown . .Cultured animal and human cells- 

684 2360___ mycoplasma detection media and components- 

664.2800_Animal and human sens--- 

864-2875_Balanced sail solutions or formulations- 


7BN-1836 

78N-1373 

78N-1837 

78*4-1636 

78N-1839 

78N-1840 

78*4-1841 


Subpart D—Pathology—Instrumentation and Accessories 


664 30*0 

ITfffnA prp^|i|i|inQ fqLipmftnl . . r — n - 

78*4-1642 

1 

RAJ *pVi 


78*4-1643 

1 

004 3300 


78*4-1844 

1 


rii jinn *or analinq narm rnrlinni .. 

79*4-1845 

1 

AA4 TfiOO 


78*4-1846 

1 

A0J 3000 

Automated slide skamer .. .. 

78*4-1847 

1 

MU'vrrc. 


78N-1848 

1 




• 

Subpart E—Specimen Preparation Reagents 



064 4010 

General purpose reegnrk.. 

78*4-1849 

1 

864 4400 

. Enzyme preparations.. .. . 

78N-18S0 


































































Federal Register / Vol. 44. No. 177 / Tueaday, September 11,1979 / Proposed Rules 


52955 


Subpart F—Automated and Semi-Automated Hematology Devices 


064.5200 .- 

664 5220. 


. Automated cell counter.. 

Automated differential cell counter. 

0645240... 


. Automated blood cel diluting apparatus 



........ Automated cell locating devtce.. 

864 5300. 


. Red cell indices device.. 

064 53S0— 


. Microsedimentation centrifuge. 

864 5400 


_ Coagulation instrument . 

0*U» 0A9R - 


. Multipurpose system tor in vitro coagulation sftxk»i 

864 5600. 


. Automated hematocrit Instrument..... , 

864 5620.—— 


Automated hemoglobin systom. 

064 5600 


. Automated heparin analyzer.. . 

. 


. Automated platelet aggregation system. 

064 5800.——... 


. Automated sedimentation rate devtce . 

864 5850—— 


. Automated slide spwier. 


664 5950.—. .. —. Blood volume measunng device 


78M-1851 

78N-1052 

78N-1863 

78N-1954 

78N-1855 

78*4-1856 

78*4-1857 

78N-1868 

76M-1859 

78*4-1860 

78*4-1661 

78*4-1862 

78*4-1863 

78*4-1884 

78*4-1865 


n 

m 

i 

i 
n 
I 
u 

ii 
H 
N 
Ul 
M 
I 

I 

II 


Subpart G—Manual Hematology Devices 


864 6100__ 

- T ., r . t —. rt -„.,. Bleeding time device . 

78*4-1866 

064 6150 

.— . Capillary blood collection tube.... 

7AM-1A£7 

064 «1fi0 .. 

. Manual blood cell counting devtce 

78N-1868 

664 6400_ 

. Hematocrit measuring device 

78N-1869 

864 6475. 

.... Iron kinetics test... 

7ftW_ifi70 

064 6550.. 

..... Occult blood test. 

78N-1071 

064 6600. 

. Osmotic fragtoty test. 

7ftta_i«7? 

864 6660.- 

. Platelet adhesion test. 

78H-1873 

864 6675—— 

. T .. Platelet aggregometer. 

78N-1874 

664 6750_ 


78*4-1875 

664 8800.. . 

..—. Ervthrocvte sedimentation rate test . .. 

7AU-1A7A 



Subpart H—Hematology Kits and Packages 


064 7040.. 

.. Adenine nucleotide assay._.. . 

78*4-1877 

| 

864 7080 ... 

.... Antrthrombin III assay .... .. 

78*4-1878 

| 

864 7100 


78*4-1879 

|| 

864 7140 . 


78N-1880 

n 

864 7250- 

-.. Erythropoietin assay. 

7881-1881 

m 

864 727R 


78*4-1882 

a 

MU 7290 


78*4-1883 

1 

864.7300 

.-.. Rbon monomer paracoagulation test. 

78*4-1884 

n 

064 7320 


78*4-1685 

n 

064 7340_ 

... Fibrinogen determination system 

— 76*4-1886 

g 

864 7360_ 


TOM 1BA7 

14 

864 7375—-—— 

. Glutathione reductase assay.. 

r or #-1 wo r 
7814-1888 

n 

|| 

864 7400. 


781*4-1889 

|| 

864 7416__..... 

. Abnormal hemoglobin assay.. 

78N-109O 

|| 

864 7436 __. 


78*4-1891 

|| 

064 7440. 

-. Eloctrophorectic hemoglobin analysts system .. 

7814-1892 

|| 

864 7455. 

. Fetal hemoglobin assay . 

78N-1893 

|| 

864 7490. 


78H-1095 

n 

864 7500. 

-. Whole blood hamnglnhm assay 

78*4-1896 

g 

864 7525_ 

.. Heparin assay.. 

70N-1897 

l| 

864 7660. ■ • , | 


7A*4~1AQA 

| 

864 7678 _ 


76 N 1899 

| 

864 7720. 

. Prothrombin consumption test... _ 

78H-1900 

a 

864 7738— 


7mm_ tom 


8647760 


* Oiv i yu l 

7614-1902 

U 

ii 

864 7825. 

. Sickle coll test.- ... . 

7A*4-tO<Y1 

II 

It 

064.7875—.. 

. Thrombin tone test.. 

7814-1904 

II 

|| 

864 7900. r . 

-- Thromboplastin generation test.. 

78N-1905 

| 

864.7925.. 



Ii 




H 


Subpart I—Hematology Reagents and Stains 


864 0030 


7f*M_ 1007 

664 8100 _ 

___ _ Bothrops atrox reagent. 

~ (Onh IgUr 

8648150. 

. Calibrator for cell indices 

m fviT'ltM/ 

7814-1909 

8648165.. 


7AM lOlA 

864 8175. 


m /or #-ism u 

78N-1911 

864 8185. 


7814-1912 

864.8200 


7814-1913 

864 8500__ 


78N-1914 

8648540._ ... 


7M4- ini«, 

864 6625. 

--- Hematology quality control mixture... 

m • fTvV— 

7614-1916 

8648950 __ 

—— Russell viper venom reagent. 

m 9 WIT” Ip *W 

78*4-1817 
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Subpart J—Products Used in Establishments That Manufacture Blood and 

Blood Products 


884 9050.... 

864.9100.. 

864 9125. 
864 9145 .. 

864.9160.. 

884 9175... 

864.9185.. . 
864 9195... 
864 9205... 


Blood bank supplies....— 

Container for collection and processing of blood and blood 
components. 

Vacuum-assisted blood collection system -— 

Processing system for frozen Wood-- 

Blood group substances of nonhuman origin for in vitro diag¬ 
nostic use. 

Automated blood grouping and antibody test system ——~ 
Blood grouping view box.. 


664.9225.. 


Blood mixing and weighing device--— 

Blood and plasma warming device.—--- 

Cell-freezing apparatus and reagents for In vitro diagnostic 
use. 


864.9245_Automated blood cell separator 


864 9275... 
864 9285... 


864 9300... 


864.9320.. . 

864.9400.. 


664 9500 
864 9550.., 

864.9575... 


Blood bank centrifuge for in vitro diagnostic use- 

Automated cell-washing centrifuge lor tmmuno-hematology.. 

Automated Coombs tesi system--- 

Copper sulfate solution for specific gravity determinations ~ 

Stabilized enzyme solution...——-—*.. 

System for the identification of hepatitis B antigen.. 

Lectins and protec tins - 


Environmental chamber for storage of platelet concentrate 


864 9600.—. Potentiating media for in vitro diagnostic use-. 

864 9650_ , Quality control kit for Wood banking reagents. 

864.9700.!_1___ Blood storage refrigerator and Wood storage freezer.. 

664 9750__ Heal-sealmg device----- 

864.9875___Transfer set-- 


78N-1918 

78N-1919 


7SN-1920 I 
78 N-1921 II 
78N-1922 U 


78N-1923 
78N-1924 
78N-1925 
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Devices Considered By Two or More 
Panels 

Many devices were reviewed by two 
or more device classification panels. For 
these devices, FDA will publish each 
panels recommendations and a single 
proposed classification regulation. The 
following devices were considered by 
Panels other than the Hematology 
Device Classification Panel or the 
Pathology Device Classification Panel: 

1. The Clinical Chemistry Device 
Classification Panel recommended that 
colorimetric methods for the detection of 
occult blood in urine and enzymatic 
methods for the detection of occult 
blood in urine be classified into class II. 
The Hematology Device Classification 
Panel recommended that occult blood 
reagents be classified into class I. The 
agency has determined that these 
devices are essentially the same. 
Therefore, the agency is proposing a 
single regulation classifying occult blood 
tests into class II and is publishing the 
two Panels’ recommendations in a 
proposal appearing elsewhere in this 
issue of the Federal Register. 

2. The Clinical Chemistry Device 
Classification Panel recommended that 
NADP reduction (ultraviolet) and visual 
semi-quantitative (colorimetric) methods 
to measure glucose-6-phosphate 
dehydrogenase activity and 
electrophoretic methods to measure 
glucose-6-phosphate dehydrogenase 
isoenzyme activity be classified into 
class II. The Hematology Device 
Classification Panel recommended that 
catalase inhibition, methemoglobin 
reduction, and quantitative methods to 
measure glucose-6-phosphate 
dehydrogenase activity be classified 
into class II. The agency has determined 
that these devices are essentially the 


same. Therefore, the agency is proposing 
a single regulation classifying methods 
for the measurement of erythrocytic 
glucose-6-phosphate dehydrogenase 
activity into class II and is publishing 
the two Panels’ recommendations in a 
proposal appearing elsewhere in this 
issue of the Federal Register. 

3. The Clinical Chemistry Device 
Classification Panel recommended that 
fluorescence (visual observation, 
qualitative ultraviolet) methods for the 
measurement of glutathione reductase 
activity be classified into class II. The 
Hematology Device Classification Panel 
recommended that red cell glutathione 
be classified into class II. The agency 
has determined that these devices are 
essentially the same. Therefore, the 
agency is proposing a single regulation 
classifying methods for the 
measurement of glutathione reductase 
activity into class II and is publishing 
the two Panels* recommendations in a 
proposal appearing elsewhere in this 
issue of the Federal Register. 

4. The Immunology Device 
Classification panel recommended that 
antithrombin III immunoassays be 
classified into class II. The Hematology 
Device Classification Panel 
recommended that antithrombin III 
quantitation be classified into class II. 
The-agency has determined that these 
devices are essentially the same. 
Therefore, the agency is proposing a 
single regulation classifying methods for 
antithrombin III quantitation into class 
II and is publishing the two Panels’ 
recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 

5. The Immunology Device 
Classification Panel recommended that 
immunoassays to detect fibrinogen and 
split products, including those 


employing FITC, peroxidase, and 
rhodamine, be classified into class II. 

The Hematology Device Classification 
Panel recommends that fibrinogen tests 
and fibrinogen determination standards 
and controls be classified into class II. 
The agency has determined that these 
devices are essentially the same. 
Therefore, the agency is proposing a 
single regulation classifying fibrinogen 
determination systems into class II and 
is publishing the two Panels’ 
recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 

6. The Anesthesiology Device 
Classification Panel recommended that 
electromagnetic blood warmers be 
classified into class III and that 
nonelectromagnetic blood warmers be 
classified into class II. The Hematology 
Device Classification Panel 
recommended that blood and plasma 
warming devices be classified into class 
II. The agency has determined that these 
devices should be classified in a single 
regulation. FDA is proposing that 
nonelectromagnetic blood and plasma 
warming devices be classified into class 
II and that electromagnetic blood and 
plasma warming devices be classified 
into class III. FDA is publishing the two 
Panels* recommendations elsewhere in 
this issue of the Federal Register. 

7. The Hematology Device 
Classification Panel and the Clinical 
Chemistry Panel made classification 
recommendations concerning the 
following devices: 

Blood collection tray 

Vacuum sample tube with anticoagulant 

Blood tube mixer 

General laboratory timer 

The Hematology Device Classification 
Panel’s recommendations and proposed 
classification regulations for the devices 
listed above will be published when 
FDA publishes the recommendations of 
the Clinical Chemistry Panel. 

8. The Hematology Device 
Classification Panel recommended that 
crystal violet, giemsa stain, new 
methylene blue stain, and toluidine blue 
be classified into class I. The Pathology 
Device Classification Panel 
recommended that dye powder stains be 
classified into class 1. The Microbiology 
Device Classification Panel 
recommended that microbiology stains 
be classified into class 1. The agency has 
determined that these devices are 
essentially the same. Therefore, the 
agency is proposing a single regulation 
classifying dye powder stains into class 
I and is publishing the three Panels’ 
recommendations in a proposal 
appearing elsewhere in this issue of the 
Federal Register. 
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9. The Pathology Device Classification 
Panel and the other panels listed below 
made classification recommendations 
concerning the following devices: 

Do«c* Other panels) 

Vtfrtrifuga, general -CWwcai chematry. 

Resin, ion exchange_ Clinical toxicology 

The Pathology Device Classification 
Panel's recommendations and proposed 
classification regulations for the devices 
listed above will be published when the 
agency publishes the recommendations 
of the other panels that reviewed the 
devices. 

Skin Preparation Materials 

The Hematology Device Classification 
Panel recommended that skin 
preparation materials be classified into 
class I. A skin preparation material is a 
prepacked product containing sterilizing 
solution (e.g., alcohol swabs) used to 
prepare the skin of a blood donor before 
blood is drawn or of a patient before a 
blood transfusion. Because these 
materials are, for now, being regulated 
as drugs rather than as devices. FDA is 
not publishing a proposal to classify 
these materials. 

Immersion Oil 

The Hematology Device Classification 
Panel recommended that immersion oil 
he classified into class I. Immersion oil 
is a fluid that is placed between an oil 
immersion microscope objective and a 
microscope slide to improve the 
resolution of the objective. Because FDA 
has determined that immersion oil is not 
a “device** under section 201(h) of the 
act (21 U.S.C. 321(h)). FDA is not 
publishing a proposal to calssify this 
product. 

V itamin B„ 

Absorption Test (Schilling's Test) 

The Hematology Device Classification 
Panel recommended that the vitamin B, 2 
absorption test (Schilling’s test) be 
classified into class II. The test consists 
of the oral administration of 
radioisotope-labeled (usually 57 Co or 
w Co) vitamin Bi, (cyanocobalamin) 
followed by administration of a flushing 
dose of unlabeled B» a . The radioactivity 
of the patient's urinary output is then 
measured over a 24-hour period to 
determine the status of Bn absorption 
by the patient's gastrointestinal tract. 
Because the test is an in vivo diagnostic 
test and therefore a “drug" under 
section 201(g)(1) of the act. FDA is not 
publishing a proposal to classify this 
test as a device. 

Environmental Impact 

The FDA has carefully considered the 
environmental effects of proposed 
5 864.1 and of the proposed hematology 


and pathology device classification 
regulations, and because the proposed 
actions will not significantly affect the 
quality of the human environment has 
concluded that an environmental impact 
statement is not required. A copy of the 
environmental impact assessment is on 
file with the Hearing Clerk. Food and 
Drug Administration (address above). 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513 and 
701(a). 52 Stat. 1055. 90 Stat. 540-548 (21 
U.S.C. 360c, 371(a)), and under authority 
delegated to the Commissioner of Food 
and Drugs (21 U.S.C. 5.1], it is proposed 
that Chapter 1 of Title 21 of the Code of 
Federal Regulations be amended by 
adding new Part 864, Subpart A, to read 
as follows: 

PART 864—HEMATOLOGY AND 
PATHOLOGY DEVICES 

Subpart A —General Provisions 

Sec. 

864.1 Scope. 

Authority.— Secs. 513 and 701(a). 52 Stat. 
1055. 90 Stat. 540-546 (21 U.S.C. 360c and 
701(a)). 

Subpart A—General Provisions 

§ 864.1 Scope. 

(a) This part sets forth the 
classification of hematology and 
pathology devices intended for human 
use. 

(b) The identification of a device in a 
regulation in this part is not a precise 
description of every device that is. or 
will be, subject to the regulation. A 
manufacturer who submits a premarket 
notification submission for a device 
under Part 807 of this chapter cannot 
show merely that the device is 
accurately described by the section title 
and identification provision of a - 
regulation in this park but shall state 
why the device is substantially 
equivalent to other devices, as required 
by § 807.87 of this chapter. 

Interested persons may, on or before 
November 13,1979. submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-85. 5600 
Fishers Lane, Rockville. Md 20857, 
written comments regarding proposed 
§ 864.1. Four copies of any comments 
are to be submitted, except that 
individuals may submit one copy. 
Comments are to be identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m„ Monday 
through Friday. 

In accordance with Executive Order 
12044, the economic effects of this 
proposal have been carefully analyzed, 


and it has been determined that the 
proposed rulemaking does not involve 
major economic consequences as 
defined by that order. A copy of the 
regulatory analysis assessment 
supporting this determination is on file 
with the Hearing Clerk. Food and Drug 
Administration. 

Dated: August 17.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory A ffaira. 

[FR Doc 79-27312 Piled 9-10-79:0*5 «m) 
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[21 CFR Part 864) 

[Docket No. 78N-1834] 

Medical Devices; Classification of Dye 
and Chemical Solution Stains 

AGENCY: Food and Drug Administration. 
action: Proposed rule. 

SUMMARY: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying dye and chemical solution 
stains into class 1 (general controls). The 
FDA is also publishing the 
recommendations of the Pathology 
Device Classification Panel and the 
Hematology Device Classification Panel 
that the device be classified into class I. 
The effect of classifying a device into 
class 1 is to require that the device meet 
only the general controls applicable to 
all devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-85, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health. Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel and the Hematology Device 
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Classification Panel, FDA advisory 
committees, made the following 
recommendations regarding the 
classification of dye and chemical 
solution stains: 

1. Identification: Dye and chemical 
solution stains are either solutions of 
one or more synthetic and/or natural 
dyes or solutions of one or more nondye 
chemicals used to stain cells and tissues 
for diagnostic histopathology and 
hematology. The Pathology Device 
Classification Panel reviewed these 
products under the names "chemical 
and chemical solution stains" and "dye 
solution stains." The Hematology Device 
Classification Panel reviewed these 
products under the name "periodic acid 
Schiff stain." 

2. Recommended classification: The 
Pathology Device Classification Panel 

• recommends that the devices reviewed 
under the name "chemical and chemical 
solution stains" be classified into class I 
(general controls) with exemptions from 
records and reports and good 
manufacturing practices requirements. 
The Pathology Device Classification 
Panel recommends that the devices 
reviewed under the name "dye solution 
stains" be classified into class I (general 
controls) with no exemptions. The 
Hematology Device Classification Panel 
recommends that the product reviewed 
under the name "periodic acid schiff 
stain" be classified into class I (general 
controls) with no exemptions. 

3. Summary of reasons for 
recommendation: The Panels 
recommend that dye and chemical 
solution stains be classified into class I 
because the hazards of these products 
are minimal when used by persons 
trained in their use. Both Panels believe 
that general controls are sufficient to 
provide reasonable assurance of the 
safety and effectiveness of these 
devices. The Pathology Device 
Classification Panel recommends that 
the products reviewed under the name 
"chemical and chemical solutions" be 
exempt from the good manufacturing 
practice regulation under section 520(f) 
of the Federal Food. Drug, and Cosmetic 
Act (21 U.S.C. 360j(f)) and from records 
and reports requirements under section 
519 of the act (21 U.S.C. 360i) because 
current manufacturing practices in the 
manufacture of the device and user 
experience with the device indicate that 
the application of the GMP regulation 
will not improve the safety and 
effectiveness of the device. The Panel 
also recommends that dye and chemical 
solution stains be exempt from the 
records and reports requirements of 
section 519 of the act (21 U.S.C. 360i). 

4. Summary of data on which the 
recommendation is based: The Panels 


based their recommendations on the 
Panel members’ familiarity and clinical 
experience with these devices, and on 
the devices' history of satisfactory 
performance. 

5. Risks to health: The Pathology 
Device Classification Panel has not 
identified any risks to health. The 
Hematology Device Classification Panel 
has identified the following risk to 
health: Inappropriate diagnosis or 
therapy: Poor staining characteristics 
may contribute to failure to detect 
abnormal cell types, inability to 
differentiate reactive from malignant 
cells, improper classification of a 
leukemic process, or inability to classify 
an anemic process. 

Proposed Classification 

FDA agrees with the 
recommendations of the Pathology 
Device Classification Panel and the 
Hematology Device Classification Panel 
and is proposing that dye and chemical 
solution stains be classified into class I 
(general controls). The agency believes 
that general controls are sufficient to 
provide a reasonable assurance of the 
safety and effectiveness of these 
products. 

FDA disagrees with the Panels’ 
recommendation that manufacturers of 
dye and chemical solution stains be 
exempt from the records and reports 
regulations under section 519 of the act. 
The records and reports requirements in 
several of FDA’s present device 
regulations are authorized, wholly or in 
part, by section 519. The most extensive 
of these requirements are found in the 
device good manufacturing practice 
(GMP) regulation, published in the 
Federal Register of July 21.1978 (43 FR 
31508). In the future, FDA will publish 
other regulations under section 519, 
including regulations requiring reports to 
FDA of experience with medical 
devices. Until these regulations are 
issued, FDA believes that it cannot 
properly issue exemptions from them. In 
the future, whenever the agency 
proposes device regulations that include 
records and reports requirement, 
interested persons may submit 
comments requesting that certain 
classes of manufacturers or other 
persons be exempt from the 
requirements, and FDA will issue 
exemptions that are appropriate. The 
only type of exemption from records and 
reports requirements that FDA is 
proposing now, in device classification 
regulations, is an exemption of certain 
manufacturers from requirements of the 
device GMP regulation. The exemption 
will not extend to two device GMP 
requirements, § 820.180 (21 CFR 820.180), 
with respect to general requirements 


concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
files. 

In response to the Panels’ 
recommendation that manufacturers of 
dye and chemical solution stains be 
exempt from the device good 
manufacturing practice (GMP) 
regulation under section 520(f) of the act. 
FDA is proposing that a manufacturer of 
these devices be exempt, in the 
manufacture of the devices, from all 
requirments in the GMP regulation 
except § 820.180, with respect to general 
requirements concerning records, and 
§ 820.198, with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the devices and user 
experience with the devices, the agency 
has determined that application of the 
GMP regulation, other than § § 820.180 
and 820.198, is unlikely to improve the 
safety and effectiveness of the devices. 
The agency believes, however, that 
manufacturers of dye and chemical 
solution stains must still be required to 
comply with the complaint file 
requirements of § 820.198 to ensure that 
these manufacturers have adequate 
systems for complaint investigation and 
followup. The agency also believes that 
manufacturers of dye and chemical 
solution stains must still be required to 
comply with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint files, can investigate divice- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer’s corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended by adding 
Subpart B and new § 864.1850, to read as 
follows: 

Subpart B—Biological Stains. 

§ 864.1850 Dye and chemical solution 
stains. 

(a) Identification: Dye and chemical 
solution stains are either solutions of 
one or more synthetic and/or natural 
dyes or solutions of one or more nondye 
chemicals used to stain cells and tissues 
for diagnostic histopathology and 
hematoloty. 

(b) Classification: Class I (general 
controls). The devices are exempt from 
the good manufacturing practice 
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regulation in Part 820 of this chapter, 
with the exception of § 820.180, with 
respect to general requirments 
concerning records, and § 820.198, with 
respect to complaint files. 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration Rm. 4-65. 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all coments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: July 27,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

(PR Doc. 79-27613 Filed 9-10-79; &45 am) 

BILLING COOE 4110-03-M 


[21 CFR Part 8641 
(Docket No. 78N-1835] 

Medical Devices; Classification of Dye 
Powder Stains 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying dye powder stains into clas 9 
I (general controls). The FDA is also 
publishing the recommendation of the 
Pathology Device Classification Panel, 
the Microbiology Device Classification 
Panel, and the Hematology Device 
Classification Panel that the device be 
classified into class I. The effect of 
classifying a device into class I is to 
require that the device meet only the 
general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20857. 
for further information contact: 
William C. Dierksheide. Bureau of 


Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health. Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel, the Microbiology Device 
Classification Panel, and the 
Hematology Device Classification Panel. 
FDA advisory committees, made the 
following recommendations with respect 
to the classification of dye powder 
stains: 

1. Identification: Dye powder stains 
are synthetic or natural dyes that are 
used in the staining of cells and tissues 
for diagnostic histopathology and 
hematology. The Pathology Device 
Classification Panel reviewed these 
products under the names “certified dye 
powder stains’' and “noncertified dye 
powder stains.” Certified dye powder 
stains have been tested and certified by 
the Biological Stain Commission by 
satisfying specific physiochemical 
standards and in-use tests. Noncertified 
dye powder stains have either not been 
tested or have been tested but not 
certified by the Biological Stain 
Commission. The Hematology Device 
Classification Panel reviewed these 
products under the names “crystal violet 
for hematology,” “giemsa stain,” “new 
methylene blue stain,” and “toluidine 
blue.” The Microbiology Device 
Classification Panel reviewed these 
products under the name “all 
microbiological stains.” 

2. Recommended classification: The 
Pathology Device Classification Panel 
recommends that the products reviewed 
under the name “certified dye powder 
stains” be classified into class I (general 
controls) with exemptions from good 
manufacturing practice requirements 
under section 520(f) of the Federal Food, 
Drug, and Cosmetic Act (21 U.S.C. 

360j(f)) and from records and reports 
regulations under section 519 of the act 
(21 U.S.C. 360i). The Pathology Device 
Classification Panel recommends that 
the products reviewed under the name 
“non-certified dye powder stains” be 
classified into class I (general controls) 
with exemption from the good 
manufacturing practice regulations 
under section 520(f) of the Federal Food. 
Drug and Cosmetic Act (21 U.S.C. 

360j(f)). The Hematology Device 
Classification Panel recommends that 
“crystal violet for hematology,” “giemsa 


stain,” “new methylene blue stain,” and 
“toluidine blue” be classified into class I 
with no exemptions. The Microbiology 
Device Classification Panel recommends 
that “all microbiological stains” be 
classified into class I with no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panels 
recommend that dye powder stains be 
classified into class I (general controls) 
because these products present no risks 
to health when used by persons trained 
in their use. All three Panels believe that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of these devices. The 
Pathology Device Classification Panel 
recommends that the devices reviewed 
under the name “certified dye powder 
stains” be exempt from records and 
reports regulations because certification 
by the Biological Stain Commission is 
satisfied by meeting specific 
physiochemical standards and in-use 
tests, and controls are used to help 
detect reagent failure in the more critical 
diagnostic tests. The Pathology Device 
Classification Panel also recommends 
that dye powder stains, whether or not 
certified, by exempt from good 
manufacturing practice requirements 
because current manufacturing practices 
in the manufacture of the devices and 
user experience with the devices 
indicate that the application of the CMP 
regulation will not improve the safety 
and effectiveness of the devices. 

4. Summary of data on which the 
recommendation is based: The 
Pathology Device Classification Panel, 
the Hematology Device Classification 
Panel, and the Microbiology Device 
Classification Panel based their 
recommendations upon their Panel 
members’ familiarity and clinical 
experience with the devices, and on the 
devices* history of satisfactory 
performance. 

5. Risks to health: The Pathology 
Device Classification Panel and the 
Microbiology Device Classification 
Panel did not identify any risks to 
health. The Hematology Device 
Classification Panel identified the 
following risks to health: Inappropriate 
diagnosis or therapy: Poor staining 
characteristics may contribute to failure 
to detect abnormal cell types, inability 
to differentiate reactive from malignant 
cells, improper classification of a 
leukemic process, or inability to classify 
an anemic process. 

Proposed Classification 

FDA agrees with the 
recommendations of the Pathology 
Devices Classification Panel, the 
Microbiology Device Classification 








52960 


Federal Register / Vol- 44. No. 177 / Tuesday. September 11, 1979 / Proposed Rules 


Panel and the Hematology Device 
Classification Panel and is proposing 
that dye powder stains be classified into 
class I (general controls). The agency 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the devices. 

FDA disagrees with the Panels' 
recommendation that manufacturers of 
dye powder stains be exempt from 
records and reports regulations under 
section 519 of the act. The records and 
reports requirements in several of FDA's 
present device regulations are 
authorized, wholly or in part, by section 
519. The most extensive of these 
requirements are found in the device 
good manufacturing practice (GMP) 
regulation, published in the Federal 
Register of July 21,1978 (43 FR 31508). In 
the future, IT3A will publish other 
regulations under section 519. including 
regulations requiring reports to FDA of 
experience with medical devices. Until 
these regulations are issued. FDA 
believes that it cannot properly issue 
exemptions from them. In the future, 
whenever the agency proposes device 
regulations that include records and 
reports requirements, interested persons 
may submit comments requesting that 
certain classes of manufacturers or 
other persons be exempt from the 
requirements, and FDA will issue 
exemptions that are appropriate. The 
only type of exemption from records and 
reports requirements that FDA is 
proposing now, in device classification 
regulations, is an exemption of certain 
manufacturers from requirements of the 
device GMP regulation. The exemption 
will not extend to two device GMP 
requirements. § 820.180 (21 CFR 820.180). 
with respdet to general requirements 
concerning records and § 820.198 (21 
CFR 820.198). with respect to complaint 
files. 

In response to the Panels' 
recommendation that manufacturers of 
dye powder stains be exempt from the 
device good manufacturing practive 
(GMP) regulation under section 520(f) of 
the act. FDA is proposing that a 
manufacturer of these devices be 
exempt, in the manufacture of the 
devices, from all requirements in the 
GMP regulation except § 820.180, with 
respect to general requirements 
concerning records, and § 820.198. with 
respect to complaint Tiles. Based on 
available information about current 
practices used in the manufacture of the 
devices and user experience with the 
devices, the agency has determined that 
application of the GMP regulation, other 
than §5 820.180 and 820.198. is unlikely 
to improve the safety and effectiveness 


of the devices. The agency believes, 
however, that manufacturers of dye 
powder stains must still be required to 
comply with the complaint file 
requirements of 5 820.198 to ensure that 
these manufacturers have adequate 
systems for complaint investigation and 
followup. The agency also believes that 
manufacturers of dye powder stains 
must still be required to comply with the 
general requirements concerning records 
in 5 820.180 to ensure that FDA has 
access to complaint files, can investigate 
device-related injury reports and 
complaints about product defects, may 
determine whether the manufacturer’s 
corrective actions are adequate, and 
may determine whether the exemption 
from other sections of the GMP 
regulation is still appropriate. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a). 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart B 
by adding new 5 864.1875 as follows: 

5 864.1875 Dye powder stains. 

(a) Identification . Dye powder stains 
are synthetic or natural dyes that are 
used in the staining of ceils and tissues 
for diagnostic histopathology and 
hematology. 

(b) Classification. Class I (general 
controls). The devices are exempt from 
the good manufacturing practice 
regulation in Part 820 of this chapter, 
with the exception of 5 820.180. with 
respect to general requirements 
concerning records, and 5 820.198, with 
respect to complaint files. 

Interested persons may, on or before 
November 13,1979. submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: July 27.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(PR Doc. 79-27*14 Filed U-U>-7»; & 46 «t») 

BILUNG CODE 4I14MB-M 


[21 CFR Part 864) 

[Docket No. 78N-1836] 

Medical Devices: Classification of 
Synthetic Cell and Tissue Culture 
Media and Components 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying synthetic cell and tissue 
culture media and components into 
class I (general controls). The FDA is 
also publishing the recommendation of 
the Pathology Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class 1 is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT., 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health. Education, and Welfare. 8757 
Georgia Ave., Silver Spring. MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of synthetic 
cell and tissue culture media and 
components: 

1. Identification: Synthetic cell and 
tissue culture media and components 
are substances that are composed 
entirely of defined components (e.g., 
amino acids, vitamins, inorganic salts, 
etc.) that are essential for the survival 
and development of cell lines of humans 
and other animals. 

2. Recommended classification: Class 
I (general controls). The Panel 
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recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that synthetic cell and 
tissue culture media and components be 
classified into class I because general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of these devices. Although 
these reagents are susceptible to batch- 
to-batch variations in their 
manufacturing process due to the 
biological nature of the components, the 
Panel believes that conformity by 
manufacturers with FDA’s device good 
manufacturing practice regulation 
should control these variations. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ familiarity and clinical 
experience with these products and 
upon the products’ history of 
satisfactory performance. 

5. Risks to health: Delayed diagnosis: 
The failure of these devices to provide 
sufficient nutritional factors in a cell and 
tissue culture system may require that a 
given diagnostic procedure be repeated, 
causing a delay in diagnosis. 

Proposed Classification 

The Commissioner agrees with the 
Panel recommendation and is proposing 
that synthetic cell and tissue culture 
media and components be classified into 
class I (general controls) with no 
exemptions. The Commissioner believes 
that general controls are sufficient to 
provide reasonable assurance of the 
safety and effectiveness of these 
products. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended by adding Subpart C including 
new § 864.2220 as follows: 

Subpart C—Cell and Tissue Culture 
Products 

§ 864.2220 Synthetic cell and tissue 
culture media and components. 

(a) Identification. Synthetic cell and 
tissue culture media and components 
are substances that are composed 
entirely of defined components (e.g. 
amino acids, vitamins, inorganic salts, 
etc.) that are essential for the survival 
and development of cell lines of humans 
and other animals. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13,1979, submit to the 


Hearing Clerk (HFA-3Q5), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane, Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: July 27.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-27615 Filed 0-10-79; 8:45 am| 

BILLING CODE 4110-03-M 


[21 CFR Part 864J 
[Docket No. 78N-1373] 

Medical Devices; Classification of Cell 
and Tissue Culture Supplies and 
Equipment 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying cell and tissue culture 
supplies and equipment into class I 
(general controls). The FDA is also 
publishing the recommendation of the 
Pathology Device Classification Panel 
that these devices be classified into 
class I. The effect of classifying a device 
into class I is to require that the devices 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
devices. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 

address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane. Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave.. Silver Spring. MD 20910, 
301-427-7234. 


SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel, and FDA advisory committee, 
made the following recommendation 
regarding the classification of cell and 
tissue culture supplies and equipment: 

1. Identification: Cell and tissue 
culture supplies and equipment are 
devices that are used to examine, 
propogate, nourish, or grow cells and 
tissue cultures. These include such 
articles as slide culture chambers, 
perfusion and roller apparatus, cell 
culture suspension systems, and tissue 
culture flasks, disks, tubes, and roller 
bottles. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that these products be 
exempted from good manufacturing 
practice regulations. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that cell and tissue culture 
supplies and equipment be classified 
into class I because general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of this device. The Panel 
recommends that these devices be 
exempt from the good manufacturing 
practice regulation because current 
manufacturing practices in the 
manufacture of the devices and user 
experience with the devices indicate 
that the application of the GMP 
regulation will not improve the safety 
and effectiveness of the devices. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ familiarity and clinical 
experience with these devices, and upon 
the devices’ history of satisfactory 
performance. 

5. Risks to health: None specified. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
cell and tissue culture supplies and 
equipment be classified into class 1 
(general controls). The agency believes 
that general controls are sufficient to 
provide reasonable assurance of the 
safety and effectiveness of these 
devices. % 

In response to the Panel’s 
recommendation that manufacturers of 
cell and tissue culture supplies and 
equipment be exempt from the device 
good manufacturing practice (GMP) 
regulation under section 520(f) of the act 
(21 U.S.C. 360j(f)), FDA is proposing that 
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a manufacturer of these devices who 
does not label or otherwise represent 
them as sterile be exempt in the 
manufacture of the devices, from all 
requirements in the GMP regulation 
except i 820.180 (21 CFR 820.180), with 
respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198). with respect to complaint 
files. Based on available information 
about current practices used in the 
manufacture of the devices and user 
experience with the devices, the agency 
has determined that application of the 
GMP regulation, other than §§ 820.180 
and 820.198. is unlikely to improve the 
safety and effectiveness of the devices. 
The agency believes, however, that 
manufacturers of cell and tissue culture 
supplies and equipment, even when they 
are not labeled or otherwise represented 
as sterile, must still be required to 
comply with the complaint file 
requirements of § 820.198 to ensure that 
these manufacturers have adequate 
systems for complaint investigation and 
followup. The agency also believes that 
manufacturers of cell and tissue culture 
supplies and equipment must still be 
required to comply with the general 
requirements concerning records in 
5 820.180 to ensure that FDA has access 
to complaint files, can investigate 
device-related injury reports and 
complaints about product defects, may 
determine whether the manufacturer’s 
corrective actions are adequate, and 
may determine whether the exemption 
from other sections of the GMP 
regulation is still appropriate. A 
manufacturer of cell and tissue culture 
supplies and equipment that are labeled 
or otherwise represented as sterile is In 
the manufacture of these devices, 
subject to the GMP regulation in its 
entirety. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 380c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart C 
by adding new § 864.2240 as follows: 

§ 864.2240 Cell and tissue culture supplies 
and equipment 

(a) Identification. Cell and tissue 
culture supplies and equipment are 
devices that are used to examine, 
propagate, nourish, or grow cells and 
tissue cultures. These include such 
articles as slide culture chambers, 
perfusion and roller apparatus, cell 
culture suspension systems, and tissue 
culture flasks, disks, tubes, and roller 
bottles. 

(b) Classification. Class I (general 
controls). If the devices are not labeled 


or otherwise represented as sterile, they 
are exempt from the good manufacturing 
practice regulation in Part 820 of this 
chapter, with the exception of § 820.180, 
with respect to general requirements 
concerning records, and § 820.198, with 
respect to complaint files. 

Interested persons may, on or before 
November 13,1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m„ Monday 
through Friday. 

Dated: )uly 27.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc. 79-27816 Filed 9-10-73: 8:45 a&l 

BILLING CODE 411S-W-N 


[21 CFR Part 8641 

[Docket No. 78N-1837I 

Medical Devices; Classification of 
Chromosonfe Culture Kits 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying chromosome culture kits into 
class 1 (general controls). The FDA is 
also publishing the recommendation of 
the Pathology Device Classification 
Panel that the device be classified into 
class I. The effect of classfying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

DATES: Comments by November 13, 
1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville, Md 20857. 


FOR FURTHER INFORMATION CONTACT. 

William C. Dierksheide. Bureau of 
Medical devices (HFK-440). Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of 
chromosome culture kits: 

1. Identification: A chromosome 
culture kit is a device containing the 
necessary ingredients (e.g.. Minimum 
Essential Media (MEM) or McCoy’s 5A 
culture media, phytohemagglutinin, fetal 
calf serum, antibiotics, and heparin) 
used to culture tissues for diagnosis of 
congenital chromosome abnormalities. 

2. Recommended classification: Class 
1 (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that chromosome culture 
kits be classified into class 1 (general 
controls) because general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of these devices. Although 
the performance of these products is 
susceptible to batch-to-batch variations 
in their production, the Panel believes 
that conformity by manufacturers with 
FDA’s device good manufacturing 
practice regulation should control these 
variations. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendations upon the 
Panel members’ familiarity and clinical 
experience with the product and upon 
the product's history of satisfactory 
performance. 

5. Risks to health: Misdiagnosis and 
inappropriate therapy. Failure of these 
products to perform satisfactorily may 
result in a misdiagnosis of chromosomal 
abnormality. Inappropriate therapy 
based on inaccurate diagnostic data 
may place the patient at risk, 
unnecessarily. 

Proposed Classification 

The Commissioner agrees with the 
Panel recommendations and is 
proposing that chromosome culture kits 
be classified into class 1 [general 
controls) with no exemptions. The 
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Commissioner believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the product. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a). 52 Stat. 1055. 90 Stat. 540-540 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart C by adding new 
§ 864.2260 as'follows: 

§ 864.2260 Chromosome culture kit 

(a) Identification. A chromosome 
culture kit is a device containing the 
necessary ingredients (e.g.. Minimum 
Essential Media (MEM) of McCoy’s 5A 
culture media, phytohemagglutinin, fetal 
calf serum, antibiotics, and heparin) 
used to culture tissues for diagnosis of 
congenital chromosome abnormalities. 

(b) Classification . Class I (general 
controls). 

Interested persons may. on or before 
November 13.1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-85, 5600 
Fishers Lane, Rockville, Md 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 20.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|PR Doc 79-27*17 FUrd 9-10-7* MS am| 

BILLING COO€ 4110-03-41 


[21 CFR Part 864] 

(Docket No. 78N-1838) 

Medical Devices; Classification of 
Cultured Animal and Human Cells 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying cultured animal and human 
cells into class I (general controls). The 
FDA is also publishing the 
recommendation of the Pathology 
Device Classification Panel that the 
device be classified into class 1. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 


devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13. 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this porposai become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA^305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration, Department of 
Health, Education, and Welfare. 8757 
Georgia Ave„ Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of cultured 
animal and human cells: 

1. Identification: Cultured animal and 
human ceils are in vitro cultivated cell 
lines from the tissue of humans or other 
animals which are used in various 
diagnostic procedures, particularly 
diagnostic virology and cytogenetic 
studies. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that cultured animal and 
human cells be classified into class l 
because general controls are sufficient 
to provide reasonable assurance of the 
safety and effectiveness of this device. 
Although cultured animal and human 

• cells are susceptible to batch-to-batch 
variations in their production, the Panel 
believes that conformity by 
manufacturers with FDA’s device good 
manufacturing practice regulation 
should control these variations. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members' familiarity and clinical 
experience with this device and the 
product’s history of satisfactory 
performance. 

5. Risks to health: Misdiagnosis: 
Failure of the cell line to support the 


growth of suspected viral pathogens 
could result in a misdiagnosis because 
the viral agent(s) suspected of causing a 
disease would not be detected. 

Proposed Classification 

The Commissioner agrees with the 
Panel recommendation and is proposing 
that cultured animal and human cells be 
classifed into class i (general controls) 
with no exemption. The Commissioner 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the devices. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513. 

701(a). 52 Stat. 1055. 90 StaL 540-548 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart C by adding new 
$ 864.2280 as follows: 

§ 864.2280 Cultured animal and human 
cells. 

(a) Identification. Cultured animal and 
human cells are in vitro cultivated cell 
lines from the tissue of humans or other 
animals which are used in various 
diagnostic procedures, particularly 
diagnostic virology and cytogenetic 
studies. 

(b) Classification. Class I (general 
controls). 

Interested persons may. on or before 
November 13.1979. submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane. Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be Identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: July 27. 1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory A ffairs. 

|FR Doc 79-27518 Filed 9-10-7* MS „m| 

BILLING CODE 4110-03-* 


[21 CFR Part 864J 
l Docket No. 78N-1839J 

Medical Devices; Classification of 
Mycoplasma Detection Media and 
Components 

agency: Food and Drug Administration. 
action: Proposed Rule. 
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summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying mycoplasma detection media 
and components into class 1 (general 
controls). The FDA is also publishing the 
recommendation of the Pathology 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13. 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration.Rm. 4-65. 5600 
Fishers Lane. Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT. 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Helath, Education, and Welfare. 8757 
Georgia Ave.. Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of 
mycoplasma detection media and 
components: 

1. Identification: Mycoplasma 
detection media and components are 
products that are used to detect and 
isolate mycoplasma pleuropneumonia- 
like organisms (PPLO), a common 
microbial contaminant in cell cultures. 
The Pathology Device Classification 
Panel reviewed these products under the 
names “mycoplasma detection kit” and 
“mycoplasma detection media.” 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that the products reviewed 
under the names “mycoplasma detection 
media” and “mycoplasma detection kit” 
be classified into class I (general 
controls) because these devices present 


no risks to health. The devices are used 
as a quality control component of a cell 
culture system and are not used directly 
for the diagnosis of disease. The Panel 
believes that general controls are 
sufficient to provide a reasonable 
assurance of the safety and 
effectiveness for these products. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ familiarity and clinical 
experience with this device, and the 
products’ history of satisfactory 
performance. 

5. Risks to health: None identified. 
Proposed Classification 

The Commissioner agrees with the 
Panel recommendations and is 
proposing that mycoplasma detection 
media and components be classified into 
class 1 (general controls) with no 
exemptions. The Commissioner believes 
that general controls are sufficient to 
provide a reasonable assurance of 
safety and effectiveness for these 
products. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 865 be 
amended in Subpart C by adding new 
§ 864.2360 as follows: 

§ 864.2360 Mycoplasma detection media 
and components. 

(a) Identification. Mycoplasma 
detection media and components are 
used to detect and isolate mycoplasma 
pleuropneumonia-like organisms 
(PPLO), a common microbial 
contaminant in cell cultures. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13.1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all coments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 


Dated: July 27,1979. 

William FI Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc 79-27619 Filed 9-10-79: &45 amj 

BILLING COOL 4110-03-*! 


[21 CFR Part 8641 

[Docket No. 78N-1840] 

Medical Devices; Classification of 
Animal and Human Sera 

AGENCY: Food and Drug Administration. 
ACTION: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying animal and human sera into 
class I (general controls). The FDA is 
also publishing the recommendation of 
the Pathology Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

dates: Comments by November 13, 
1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT. 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of animal 
and human sera: 

1. Identification: Animal and human 
sera are biological products, obtained 
from the blood of humans or other 
animals, that provide the necessary 
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growth-promoting nutrients in a cell 
culture system. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that animal and human 
sera be classified into class 1 because 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of this device. Although 
these products are susceptible to batch- 
to-batch variations in nutritional 
properties and contamination by 
indigenous agents during their 
manufacture, the Panel believes that the 
manufacturer’s conformity with good 
manufacturing practices and labeling 
requirements under class I (general 
controls) should control these problems. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ familiarity and clinical 
experience with these products, and 
upon the products’ history of 
satisfactory performance. 

5. Risks to health: Delay in diagnosis. 
The failure of sera to provide sufficient 
growth-promoting factors in a cell 
culture system may require that a given 
diagnostic procedure be repeated, 
causing a delay in diagnosis. 

Proposed Classification 

The Commissioner agrees with the 
Panel recommendation and is proposing 
that animal and human sera be 
classified into class 1 (general controls) 
with no exemptions. The Commissioner 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of this device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a). 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart C by adding new 
§ 864.2800 as follows: 

§ 864.2800 Animal and human sera. 

(a) Identification. Animal and human 
sera are biological products, obtained 
from the blood of humans or other 
animals, that provide the necessary 
growth-promoting nutrients in a cell 
culture system. 

(b) Classification. Class 1 (general 
controls). 

interested persons may, on or before 
November 13.1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane, Rockville, MD 20857, 


written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above ofice between the 
hours of 9 a.m. and 4 p.m.. Monday 
through Friday. 

Dated: July 27.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FS Doc 79-27B20 Filed B-lO-Tfr, &45 tni] 

BILLING CODE 4110-03-41 


[21 CFR Part 8641 
(Docket No. 78N-1841] 

Medical Devices; Classification of 
Balanced Salt Solutions or 
Formulations 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying balanced salt solutions or 
formulations into class I (general 
controls). The FDA is also publishing the 
recommendation of the Pathology 
Device Classification Panel that the 
device be classified into class L The 
effect of classifying a device intanclass 1 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
DATES: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave.. Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 


background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of balanced 
salt solutions or formulations: 

1. Identification: A balanced salt 
solution or formulation is a defined 
mixture of salts and glucose in a simple 
medium. This device is included as a 
necessary component of most cell 
culture systems. 

This media component controls for 
pH, osmotic pressure, energy source, 
and inorganic ions. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that balanced salt 
solutions or formulations be classified 
into Class I because general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of these products. These 
products present minimal risks to health 
because they are used as a component 
of a cell culture system and are not U6ed 
directly for the diagnosis of disease. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ familiarity and clinical 
experience with this demand upon the 
products* history of satisfactory 
performance. 

5. Risks to health: Delayed diagnosis: 
The failure of balanced salt solutions to 
provide sufficient growth promoting 
factors in a cell culture system may 
require that a given diagnostic 
procedure be repeated, causing a delay 
in diagnosis. 

Proposed Classification 

The Commissioner agrees with the 
Panel recommendation and is proposing 
that balanced salt solutions or 
formulations be classified into class 1 
(general controls) with no exemptions. 
The Commissioner believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of these devices. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart C by adding new 
§ 864.2875 as follows: 
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§ 864.2875 Balanced salt solutions or 
formulations. 

(a) Identification. A balanced salt 
solution or formulation is a devined 
mixture of salts and glucose in a simple 
medium. This device is included as a 
necessary component of most cell 
culture systems. This media component 
controls for pH, osmotic pressure, 
energy source, and inorganic ions. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13,1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, Md 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 2,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory A ffairs. 

|ni Doc 79-27821 Filed 9-10-79; 8:45 am] 

BILUNG CODE 4110-03-41 


[21 CFR Part 8641 
(Docket No. 78N-1842J 

Medical Devices; Classification of 
Tissue Processing Equipment 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying tissue processing equipment 
into class I (general controls). The FDA 
is also publishing the recommendation 
of the Pathology Device Classification 
Panel and the Hematology Device 
Classification Panel that the device be 
classified into class I. The effect of 
classifying a device into class I is to 
require that the device meet only the 
general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 
1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 


ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301—427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel and the Hematology Device 
Classification Panel, FDA advisory 
committees, made the following 
recommendations with respect to the 
classification of tissue processing 
equipment: 

1. Identification: Tissue processing 
equipment consists of devices used to 
prepare human tissue specimens for 
diagnostic histological examination by 
processing the specimens through the 
various stages of decalcifying, 
infiltrating, sectioning, and mounting on 
microscope slides. The Pathology Device 
Classification Panel considered this type 
of product under the names 
“decalcifying devices,” "paraffin 
dispensers," "flotation baths," 
"infiltrators," "imbedding containers." 
"microtomes and accessories," 
"microscope slides and coverslips, " and 
"slide-warming lamps and tables." The 
Hematology Device Classification Panel 
considered the classification of 
"microscope slides and coverslips." 

2. Recommended classification: The 
Pathology Device Classification Panel 
recommends that tissue processing 
equipment be classified into class I 
(general controls) with exemption from 
good manufacturing practice regulations 
under section 520(f) of the Federal Food. 
Drug, and Cosmetic Act (21 U.S.C. 
360j(f)). The Hematology Device 
Classification Panel recommends that 
the product reviewed under the name 
"microscope slides and coverslips" be 
classified into class I (general controls) 
with no exemptions. 

3. Summary of reasons for 
recommendation: The Pathology Device 
Classification Panel recommends that 
tissue processing equipment be 
classified into class I because the Panel 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of these devices. The 
Pathology Device Classification Panel 


also recommends that these devices be 
exempt from FDA’s device good 
manufacturing practice regulation under 
section 520(f) of the act because current 
manufacturing practices in the 
manufacture of the device and user 
experience with the device indicate that 
the application of the GMP regulation 
will not improve the safety and 
effectiveness of the device. The 
Hematology Device Classification Panel 
recommends that the devices reviewed 
under the name "microscope slides and 
coverslips" be classified into class I 
because they present no risks to health 
when used by trained personnel. The 
Hematology Device Classification Panel 
also believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of these devices. 

4. Summary of data on which the 
recommendation is based: The 
Pathology Device Classification Panel 
and the Hematology Device 
Classification Panel based their 
recommendations on the Panel 
members’ familiarity and clinical 
experience with these devices, and on 
the device’s history of satisfactory 
performance. 

5. Risks to health: None identified. 
Proposed Classification 

The Commissioner agrees with the 
recommendation of the Panels and is 
proposing that tissue processing 
equipment be classified into class 1 
(general controls) with no exemptions. 
The Commissioner believes that these 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The 
Commissioner disagrees with the 
Panel’s recommendation that 
manufacturers of tissue processing 
equipment be exempt from the good 
manufacturing practice regulation under 
section 520(f) of the act. The 
Commissioner believes that compliance 
with this regulation is necessary to 
assure the quality of this device and 
thus its safety, effectiveness, and 
compliance with the adulteration and 
misbranding provisions of the act. 
Compliance with the GMP regulation 
will prevent production of tissue 
processing equipment having defects 
that could cause failure and harm to 
users. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended by adding Subpart D, including 
new § 864.3010 as follows: 
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Subpart D—Pathology- 
Instrumentation and Accessories 

§ 864.3010 Tissue processing equipment 

(a) Identification. Tissue processing 
equipment consists of devices used to 
prepare human tissue specimens for 
diagnostic histological examination by 
processing the specimens through the 
various 9tages of decalcifying, 
infiltrating, sectioning, and mounting on 
microscope slides. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13.1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hour^of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 20.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|KR Doc 79-27822 Piled 9-10-79; 8:45 am] 

BILLING CODE 4110-03-41 


[21CFR Part 864] 

[Docket No. 78N-1843] 

Medical Devices Classification of 
Specimen Transport and Storage 
Containers 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying specimen transport and 
storage containers into class I (general 
controls). The FDA is also publishing the 
recommendation of the Pathology 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 


30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health, Education, and Welfare. 8757 
Georgia Ave.. Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel, and FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
specimen transport and storage 
containers: 

1. Identification: A specimen transport 
and storage container is a device used 
to contain biological specimens during 
storage and transport within and 
between clinics and laboratories in such 
an environment that the specimen can 
effectively be used for histological or 
cytological examination. The Panel 
reviewed these products under the 
names “specimen transport and storage 
containers*' and “temperature controlled 
specimen transport and storage 
containers*’. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Reasons for recommendation: The 
Panel recommends that specimen 
transport and storage containers be 
classified into class I because general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness for these devices. 

4. Summary of data on yvhich the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ familiarity and clinical 
experience with these products, and on 
a history of satisfactory product 
performance. 

5. Risks to health: (a) Contamination: 
Any leakage or breakage of the 
container may cause contamination of 
laboratory, clinic, or personnel by any 
infectious organism in the specimen, (b) 
Misdiagnosis: Biological specimens, e.g., 
amniotic fluid or fetal tissue, may have a 
toxic reaction with the material of which 
the container is made, causing 
aberrations of the specimen. 
Contamination of the container may 


also cause specimen aberrations with 
the production of artifacts (tissues that 
have been altered from their natural 
state), which make the specimen 
unusable for diagnosis, (c) Delay in 
diagnosis: Damage to the specimen by 
failure to maintain it at a specified 
temperature can cause physiological 
changes in the specimen and require the 
health professional to obtain a new 
specimen, with a consequent delay in 
diagnosis. 

Proposed Classification 

The Commissioner agrees with the 
Panel recommendation and is proposing 
that specimen transport and storage 
containers be classified into class I with 
no exemptions. The Commissioner 
believes that general controls are 
sufficient to provide a reasonable 
assurance of safety and effectiveness for 
this device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart D by adding new 
§ 864.3250 as follows: 

§ 864.3250 Specimen transport and 
storage container. 

(a) Identification. A specimen 
transport and storage container is a 
device used to contain biological 
specimens during storage and transport 
within and between clinics and 
laboratories in such an environment that 
the specimen can effectively be used for 
histological or cytological examination. 

(b) Recommended classification . 

Class I (general controls). 

Interested persons may, on or before 
November 13.1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 20,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

(HR Doc 79-27623 Filed 9-10-79: 8:45 am] 

BILUNG CODE 4110-03-M 
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[21CFR Part 864] 

[Docket NO. 78M-1844) 

Medical Devices; Classification of 
Cytocentrifuges 

agency: Food and Drug Administration. 
action: Proposed Rule._ 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying cytocentrifuges into class I 
(general controls). The FDA is also 
publishing the recommendation of the 
Pathology Device Classification Panel 
that the device be classified into class I. 
the effect of classifying a device into 
class I is to require that the device meet 
only the general controls applicable to 
all devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane. Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel, and FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
cytocentrifuges: 

1. Identification: A cytocentrifuge is a 
centrifuge used to concentrate cells from 
biological cell suspensions (e.g.. 
cerebrospinal fluid) and to deposit these 
cells on a glass microscope slide for 
cytological examination. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that the cytocentrifuge be 
classified into class 1 because the device 


presents no hazards to health. The Panel 
believes that genera! controls are 
sufficient to provide reasonable 
assurance of the safety and effectveness 
of the device. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
member’s familiarity and clinical 
experience with the product, and on the 
product’s history of satisfactory 
performance. 

5. Risks to health: None specified. 
Proposed Classification 

The Commissioner agrees with the 
Panel recommendation and is proposing 
that cytrocentrifuges be classified into 
class I (general controls) with no 
exemptions. The Commissioner believes 
that general controls are sufficient to 
provide reasonable assurance of the 
safety and effectiveness of the devices. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Slat 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart D by adding new 
§ 864.3300 as follows: 

§864.3300 Cytocentrifuge. 

(a) Identification. A cytocentrifuge is a 
centrifuge used to concentrate cells from 
biological cell suspensions (e.g., 
cerebrospinal fluid) and to deposit these 
cells on a glass microscope slide for 
cytological examination. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 20,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffain. 

|FR Doc 79-27824 Filed 9-10-7* »45 am) 

BILLING COOC 41KMKMI 


[21 CFR Part 864] 

(Docket No. 78N-1845] 

Medical Devices; Classification of 
Devices for Sealing Microsections 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying devices for sealing 
microsections into class I (general 
controls). The FDA is also publishing the 
recommendation of the Pathology 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring. MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect tolhe classification of 
devices for sealing microsections: 

1. Identification: A device for sealing 
microsections is an automated 
instrument used to seal stained cells and 
microsections for histological and 
cytological examination. 

2. Recommended classification: Class 
1 (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that devices for sealing 
microsections be classified into class I 
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because general controls are sufficient 
to provide reasonable assurance of the 
safety and effectiveness of the devices. 
This device presents minimal risks to 
health because the examiner can easily 
determine whether it isjeffective by 
simple inspection of the end product. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ familiarity and clinical 
experience with these devices, and on 
the product’s history of satisfactory 
performance. 

5. Risks to health: (a) Delay in 
diagnosis: An instrument malfunction 
can result in an incomplete sealing of 
the microscope slide and possibly 
render a tissue specimen unusable for 
examination, (b) Unnecessary surgical 
procedures: Specimen damage or loss 
can result from an instrument 
malfunction causing the need to obtain 
an additional biopsy specimen. This 
additional biopsy would require 
additional surgical procedures and 
delay the diagnosis. 

Proposed Classification 

The Commissioner agrees with the 
Panel recommendation and is proposing 
that devices for sealing microsections be 
classified into class I (general controls) 
with no exemptions. The Commissioner 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the devices. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart D by adding new 
§ 864.3400 as follows: 

§ 864.3400 Device for sealing 
microsections. 

(a) Identification. A device for sealing 
microsections is an automated 
instrument used to seal stained cells and 
microsections for histological and 
cytological examination. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13, 1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane. Rockville, Md 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 


seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 20.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc. 79-27625 Filed 9-10-79. 8:45 am| 
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[21 CFR Part 8641 

[Docket No. 78N-1646) 

Medical Devices; Classification of 
Microscopes and Accessories 

agency: Food and Drug Administration. 
action: Proposed rule. 

SUMMARY: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying microscopes and accessories 
into class I (general controls). The FDA 
is also publishing the recommendations 
of the Pathology Device Classification 
Panel and the Hematology Device 
Classification Panel that the device be 
classified into class I. The effect of 
classifying a device into class I is to 
require that the device meet only the 
general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 
1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel and the Hematology Device 
Classification Panel. FDA advisory 
committees, made the following 
recommendations regarding the 


classification of microscopes and 
accessories: 

1. Identification: Microscopes and 
accessories are optical instruments used 
to enlarge images of specimens, 
preparations, and cultures for 
examination. Variations of microscopes 
and accessories (through a change in 
light source) used in clinical laboratories 
include the following: (a) Phase contrast 
microscopes, which permit visualization 
of unstained preparations by altering the 
phase relationship of light that passes 
around the object and through the 
object, (b) Fluorescence microscopes, 
which permit examination of specimens 
stained with fluorochromes that 
fluoresce under ultraviolet light, (c) 
Inverted stage microscopes, which 
permit examination of tissue cultures or 
other biological specimens in bottles or 
tubes with the light source mounted 
above the specimens. The Pathology 
Device Classification Panel reviewed 
these products under the names 
“microscope condensers,” “microscope 
lamps,” “fluorescent UV microscope,” 
“tissue culture inverted stage 
microscope,” “light microscope.” “phase 
contrast microscope,” and “microscope 
stages.” The Hematology Device 
Classification Panel reviewed these 
products under the name “microscope.” 

2. Recommended classification: Class 
I (general controls). The Pathology 
Device Classification Panel recommends 
that there be no exemptions. The 
Hematology Device Classification Panel 
recommends that microscopes be 
exempted from section 510 of the 
Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 360). 

3. Summary of reasons for 
recommendation: The Pathology Device 
Classification Panel and the Hematology 
Device Classification Panel recommend 
that microscopes and accessories be 
classified into class I because these 
devices present no hazards to health. 
The Panels believe that general controls 
are sufficient to provide a reasonable 
assurance of the safety and 
effectiveness of these devices. The 
Hematology Device Classification Panel 
recommends that microscopes be 
exempt from registration, device listing, 
and premarket notification under 
section 510 of the act because the Panel 
believes that compliance by the 
manufacturers with the requirements of 
section 510 of the act is not necessary 
for the protection of the public health. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the panel 
members* familiarity and clinical 
experience with these devices, and on a 
history of satisfactory performance. 

5. Risks to health: None identified. 
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Proposed Classification 

The Commissioner agrees with both 
Panel recommendations and is 
proposing that microscopes and 
accessories be classified into class 1 
(general controls). The Commissioner 
believes that general controls are 
sufficient to provide a reasonable 
assurance of safety and effectiveness for 
the device. 

The Commissioner disagrees, 
however, with the Hematology Device 
Classification Panel’s recommendation 
that manufacturers of microscopes be 
exempt from registration, device listing, 
and premarket notification under 
section 510 of the act. Under section 
510(g)(4) of the act. the Commissioner 
may exempt a manufacturer from 
compliance with section 510 of the act 
only upon a finding that compliance is 
not necessary for the protection of the 
public health. In the case of 
microscopes, the Commissioner cannot 
make the required finding. To protect 
the public health, the agency needs to 
require manufacturers of this device to 
register and to list their products with 
FDA. so that the agency can identify the 
firms and products that it regulates and 
can conduct necessary inspections and 
investigations concerning safety, 
effectiveness, adulteration, or 
misbranding. Premarket notification by 
these manufacturers assures that FDA 
learns of new products, and of 
significant modification of existing 
products, for which premarket approval 
is required. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a). 52 Stat. 1055, 90 Slat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart D by adding new 
§ 864.3600 as follows: 

§ 864.3600 Microscopes and accessories. 

(a) Identification. Microscopes and 
accessories are optical instruments used 
to enlarge images of specimens, 
preparations, and cultures for 
examination. Variations of microscopes 
and accessories (through a change in the 
light source) used in clinical laboratories 
include the following: 

(1) Phase contrast microscopes, which 
permit visualization of unstained 
preparations by altering the phase 
relationship of light that passes around 
the object and through the object. 

(2) Fluorescence microscopes, which 
permit examination of specimens 
stained with fluorochromes that 
fluoresce under ultraviolet light. 

(3) Inverted stage microscopes, which 
permit examination of tissue cultures or 


other biological specimens contained in 
bottles or tubes with the light source 
mounted above the specimen. 

(b) Recommended classification . 

Class I (general controls). 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20657, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments, and 
shall be identified with the Hearing 
Clerk docket number found in brackets 
in the heading of this document. 
Received comments may be seen in the 
above office between the hours of 9 a.m. 
and 4 p.m.. Monday through Friday. 

Dated: August 2,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc. 79-27628 FlM 9-10-79; &4S ;.m] 
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[21 CFR Part 864] 

[Docket No. 78N-1047J 

Medical Devices; Classification of 
Automated Slide Stainers 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying automated slide Stainers into 
class I (general controls). The FDA is 
also publishing the recommendation of 
the Pathology Device Classification 
Panel and the Hematology Device 
Classification Panel that the device be 
classified into class I. The effect of 
classifying a device into class I is to 
require that the device meet only the 
general controls applicable to all 
devices. After considering public 
comments. FDA will issue a Final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13. 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (FHA-305), Food and 
Drug Administation, Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857, 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food-and 


Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel and the Hematology Device 
Classification Panel, FDA advisory 
committees, made the following 
recommendations with respect to the 
classification of automated slide 
stainers: 

1. Identification: An automated slide 
stairier is a device used to stain 
histology, cytology, and hematology 
slides for diagnosis. The Pathology 
Device Classification Panel considered 
this device under the names "immersion 
type slide stainer" and "contact type 
slide stainer." The Hematology Device 
Classification Panel considered this 
device under the name "automated slide 
stainer." 

2. Recommended classification: The 
Pathology Device Classification Panel 
and the Hematology Device 
Classification Panel recommended that 
the automated slide stainer be classified 
into class I (general controls). The 
Panels recommend that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Pathology Device 
Classification Panel and the Hematology 
Device Classification Panel recommend 
that the automated 8lide stainer be 
classified into class I because general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. This product 
presents minimal risks to health because 
the examiner can easily determine 
whether the device is effective by a 
simple inspection of the end product. 

4. Summary of data on which the 
recommendation is based: The 
Pathology Device Classification Panel 
and the Hematology Device 
Classification Panel based their 
recommendation on the Panel members’ 
familiarity and clinical experience with 
these devices and on the product’s 
history of satisfactory performance. 

5. Risks to health: Both Panels 
identified the following risks to health: 
(a) Delayed diagnosis: A malfunction in 
the staining qualities of the product can 
result in artifacts (tissues that have been 
altered from their natural slate), which 
make the slide difficult to read or 
unusable for diagnosis. Diagnosis could 
be delayed, expecially if an additional 







Federal Register / Vol. 44, No. 177 / Tuesday, September 11, 1979 / Proposed Rules 


52971 


specimen is needed for examination, (b) 
Unnecessary surgical procedures: A 
device malfunction may cause damage 
to the specimen making it unusable for 
diagnosis and resulting in additional 
surgical procedures to obtain a new 
specimen for examination. 

Proposed Classification 

The Commissioner agrees with the 
recommendations of the Pathology 
Device Classification Panel and the 
Hematology Device Classification Panel 
and is proposing that automated slide 
Stainers be classified into class I 
(general controls) with no exemptions. 
The Commissioner believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart D by adding new 
§ 864.3800 as follows: 

§864.3800 Automated slide Stainer. 

(a) Identification. An automated slide 
Stainer is a device used to stain 
histology, cytology, and hematology 
slides for diagnosis. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13,1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 2.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
llegulatory Affairs. 

|FK Doc TV-27827 Filed 9-10-79C &45 am) 
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[21 CFR Part 864) 

(Docket No. 78N-1848) 

Medical Devices; Classification of 
Automated Tissue Processors 

agency: Food and Drug Administration. 
action: Proposed Rule. 


summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying automated tissue processors 
into class I (general controls). The FDA 
is also publishing the recommendation 
of the Pathology Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class 1 is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments. FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

DATES: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health. Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
automated tissue processors: 

1. Identification: An automated tissue 
processor is an automated system used 
to process tissue specimens for 
examination through fixation, 
dehydration, and infiltration. 

2. Recommended classification: Class 
1 (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that the automated tissue 
processor be classified into class I 
because general controls are sufficient 
to provide reasonable assurance of the 
safety and effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members* familiarity and clinical 
experience with these devices, and on 


the devices’ history of satisfactory 
performance. 

5. Risks to health: (a) Delay in 
diagnosis: A product malfunction can 
result in an improperly fixed tissue 
specimen, which may be unusable for 
staining and examination. If an 
additional specimen is needed, the 
diagnosis may be delayed, (b) 
Unnecessary surgical procedures: 
Specimen damage or loss can result 
from a product malfunction requiring an 
additional biopsy specimen to be 
obtained. Additional surgical 
procedures and a delay in diagnosis 
may result 

Proposed Classification 

The Commissioner agrees with the 
Panel recommendation and is proposing 
that the automated tissue processor be 
classified into class 1 (general controls). 
The Commissioner believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-540 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart D by adding new 
§ 864.3875 as follows: 

§ 864.3875 Automated tissue processor. 

(a) Identification. An automated 
tissue processor is an automated system 
used to process tissue specimens for 
examination through fixation, 
dehydration, and infiltration. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13.1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 2.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc 79-27328 Piled 9-10-79: *4S *mj 
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(21 CFR Part 8641 

(Docket No. 78N-18491 

Medical Devices; Classification of 
General Purpose Reagents 

agency: Food and Drug Administration. 
action: Proposed rule._ 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying general purpose reagents into 
class 1 (general controls). The proposed 
regulation would apply to cytological 
preservatives, decalcifying reagents, 
fixatives and adhesives, tissue 
processing reagents, isotonic solutions, 
and pH buffers. The FDA is also 
publishing the recommendation of the 
Pathology Device Classification Panel 
and the Hematology Device 
Classification Panel that these devices 
be calssified into class I. The effect of 
classifying a device into class 1 is to 
require that the device meet only the 
general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Writtea comments to the 
Hearing Clerk (HFA-305)*, Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health. Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel and the Hematology Device 
Classification Panel, FDA advisory 
committee, made the following 
recommendation with respect to the 
classification of general purpose 
reagents: 

1. Identification: A general purpose 
reagent is a chemical reagent that has 
general laboratory application, that is 
used to collect, prepare and examine 
specimens from the human body for 
diagnostic histopathology and 


hematology, and that is not labeled or 
promoted for medical use or for a 
specific diagnostic application. General 
purpose reagents include cytological 
preservatives, decalcifying reagents, 
fixatives and adhesives, tissue 
processing reagents isotonic solutions, 
and pH buffers. The Pathology Device 
Classification Panel reviewed these 
products under the names “cytological 
preservatives,” “decalcifying reagents,” 
“fixatives,” and “reagents for 
dehydrating, clearing, imbedding, and 
mounting.” The Hematology Device 
Classification Panel considered the 
classification of isotonic solutions and 
pH buffers. 

2. Recommended classification: The 
Pathology Device Classification Panel 
recommends that products reviewed 
under the names cytological 
preservatives, decalcifying reagents, and 
fixatives be classified into class I 
(general controls) with no exemptions. 
The Pathology Device Classification 
Panel recommends that reagents for 
dehydrating, clearing, imbedding, and 
mounting be classified into class I 
(general controls) with exemption from 
records and reports and good 
manufacturing practice requirements 
under sections 519 and 520(f)/ 
respectively, of the Federal Food, Drug, 
and Cosmetic Act (21 U.S.C. 360i and 
360|(f)). The Hematology Device 
Classification Panel recommends that 
isotonic solutions and pH buffers be 
classified into class 1 (general controls) 
with no exemptions. 

3. Summary of reasons for 
recommendation: The Pathology Device 
Classification Panel recommends that 
the products included in the category of 
general purpose reagents be classified 
into class I because the hazards 
associated with the use of these 
products are minimal when they are 
used by persons trained in their use. The 
Panel believes that general controls are 
sufficient to provide a reasonable 
assurance of the safety and 
effectiveness of these products. The 
Panel recommends that “reagents for 
dehydrating, clearing, imbedding and 
mounting” be exempt from the good 
manufacturing practice regulation 
(GMP) under section 520(f) of the act 
and the records and reports 
requirements under section 519 of the 
act because current manufacturing 
practices in the manufacture of the 
device and user experience with the 
device indicate that the application of 
the GMP regulation will not improve the 
safety and effectiveness of the device. 
The Hematology Device Classification 
Panel recommends that isotonic 
solutions and pH buffers be clasified 


into class I because these products 
present no hazard to life, health, or well¬ 
being and because general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of these products. 

4, Summary of data on which the 
recommendation is based: The 
Pathology Device Classification Panel 
and the Hematology Device 
Classification Panel based their 
recommendations on the Panel 
members’ familiarity and clinical 
experience with these products, and the 
products' history of satisfactory 
performance. 

5. Risks to health: Delay in diagnosis: 

If reagents fail to perform as intended, 
specimen deterioration, damage, or 
improper fixation will make the tissue 
specimen unusable for examination. 
Additional time will bq needed to obtain 
and prepare a new specimen, thus 
causing a delay in diagnosis. 

Proposed Classification 

.FDA agrees with the recommendation 
of the Panels and is proposing that 
general purpose reagents be classified 
into class I (general controls). The 
agency believes that general controls 
are sufficient to provide a reasonable 
assurance of the safety and 
effectiveness of these products. 

FDA disagrees with the Panels’ 
recommendation that manufacturers of 
general purpose reagents be exempt 
from records and reports regulations 
under section 519 of the act. The records 
and reports requirements in several of 
FDA’s present device regulations are 
authorized, wholly or in part, by section 
519. The most extensive of these 
requirements are found in the device 
food manufacturing practice (GMP) 
regulation, published in the Federal 
Register of July 21,1978 (43 FR 31508). In 
the future, FDA will publish other 
regulations under section 519, including 
regulations requiring reports to FDA of 
experience with medical devices. Until 
these regulations are issued. FDA 
believes that it cannot properly issue 
exemptions from them. In the future, 
whenever the agency proposes device 
regulations that include records and 
reports requirements, interested persons 
may submit comments requesting that 
certain classes of manufacturers or 
other persons be exempt from the 
requirements, and FDA will issue 
exemptions that are appropriate. The 
only type of exemption from records and 
reports requirements that FDA is 
proposing now, in device classification 
regulations, is an exemption of certain 
manufacturers from requirements of the 
device GMP regulation. The exemption 
will not extend to two device GMP 
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requirements. § 820.180 (21 CFR 820.180), 
with respect to general requirements 
concerning records, and § 820.198 (21 
CFR 820.198), with respect to complaint 
files. 

In response to the Panels’ 
recommendation that manufacturers of 
general purpose reagents be exempt 
from the device good manufacturing 
practice (GMP) regulation under section 
520(f) of the act. FDA is proposing that a 
manufacturer of these devices who does 
not label or otherwise represent them as 
sterile be exempt in the manufacture of 
the devices, from all requirements in the 
CMP regulation except § 820.180, with 
respect to general requirements 
concerning records, and § 820.198, with 
respect to complaint files. Based on 
available information about current 
practices used in the manufacture of the 
devices and user experience with the 
devices, the agency has determined that 
application of the GMP regulation, other 
than §§ 820.180 and 820.198, is unlikely 
to improve the safety and effectiveness 
of the devices. The agency believes, 
however, that manufacturers of general 
purpose reagents, even when they are 
not labeled or otherwise represented as 
sterile, must still be required to comply 
with the complaint file requirements of 
§ 820.198 to ensure that these 
manufacturers have adequate systems 
for complaint investigation and 
followup. The agency also believes that 
manufacturers of general purpose 
reagents must still be required to comply 
with the general requirements 
concerning records in § 820.180 to 
ensure that FDA has access to 
complaint Files, can investigate device- 
related injury reports and complaints 
about product defects, may determine 
whether the manufacturer's corrective 
actions are adequate, and may 
determine whether the exemption from 
other sections of the GMP regulation is 
still appropriate. A manufacturer of 
general purpose reagents that are 
labeled or otherwise represented as 
sterile is. in the manufacture of these 
devices, subject to the GMP regulation 
in its entirety. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Slat. 1055, 90 Slat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended by adding new 
Subpart E including § 864.4010 to read 
as follows: 


Subpart E—Specimen Preparation 
Reagents 

§ 864.4010 General purpose reagent. 

(a) Identification. A general purpose 
reagent is a chemical reagent that has 
general laboratory application, that is 
used to collect, prepare, and examine 
specimens from the human body for 
diagnostic histopathology and 
hematology, and that is not labeled or 
promoted for medical use or for a 
specific diagnostic application. General 
purpose reagents include cytological 
preservatives, decalcifying reagents. 
Fixatives and adhesives, tissue 
processing reagents, isotonic solutions, 
and pH buffers. 

(b) Classification. Class I (general 
controls). If the devices are not labeled 
or otherwise represented as sterile, they 
are exempt from the good manufacturing 
practice regulation in Part 820 of this 
chapter, with the exception of § 820.180, 
with respect to general requirements 
concerning records, and § 820.198, with 
respect to complaint files. 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-30-5). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 20. 1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

ini Doc. 79-27829 Filed 9-10-79; M5 nm| 

BILLING CODE 4110-03-*! 


[21 CFR PART 864J 
[Docket No. 78N-1850) 

Medical Devices; Classification of 
Enzyme Preparations 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying enzyme preparations into 
class 1 (general controls). The FDA is 
also publishing the recommendations of 
the Pathology Device ClassiFication 
Panel that the device be classified into 
class I. The effect of classifying a device 


into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments. FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the Final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration, Department of 
Health, Education, and Welfare. 8757 
Georgia Ave„ Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Pathology Device Classification 
Panel an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
enzyme preparations: 

1. IdentiFication: Enzyme preparations 
are products that are used in the 
histopathology laboratory for the 
following purposes: (a) to disaggregate 
tissues and cells already in established 
cultures for preparation into subsequent 
cultures (e.g.. trypsin); (b) to 
disaggregate fluid specimens for 
cytological examination (e.g., papain for 
gastric lavage or trypsin for sputum 
liquefaction); (c) to aid in the selective 
staining of tissue specimens (e.g., 
diastase for glycogen determination). 
The Panel reviewed these products 
under the name "enzymes." 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that enzyme preparations 
be classiFied into class I because general 
controls are sufFicient to provide a 
reasonable assurance of the safety and 
effectiveness of these devices. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members' familiarity and clinical 
experience with these products, and on 
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the products’ history of satisfactory 
performance. 

5. Risks to health: None specified. 
Proposed Classification 

The Commissioner agrees with the 
Panel's recommendation and is 
proposing that enzyme preparations be 
classified into class I (general controls) 
with no exemptions. The Commissioner 
believes that general controls are 
sufficient to provide a reasonable 
assurance of the safety and 
effectiveness of these products. 

Therefore, under the Federal Fo'od, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart E by adding new 
§ 864.4400 as follows: 

§ 864.4400 Enzyme preparations. 

(a) Identification. Enzyme 
preparations are products that are used 
in the histopathology laboratory for the 
following purposes: 

(1) To disaggregate tissues and cells 
already in established cultures for 
preparation into subsequent cultures 
(e.g.. trypsin); 

(2) To disaggregate fluid specimens for 
cytological examination (e.g., papain for 
gastric lavage or trypsin for sputum 
liquefaction);. 

(3) To aid in the selective staining of 
tissue specimens (e.g.. diastase for 
glycogen determination). 

(b) Classification. Class 1 (general 
controls). 

Interested persons may, on or before 
November 13.1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville, Md 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the 1 tearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 2,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs . 

|FR Doc. 7^-27630 Filed 9-10-79: 8:45 am| 

BILLING CODE 4110-03-M 


[21 CFR Part 864] 

[ Docket No. 78N-1851] 

Medical Devices; Classification of 
Automated Cell Counters 

agency: Food and Drug Administration. 
action: Proposed rule._ 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying automated cell counters into 
class II (performance standards). The 
FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane. Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301—427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, and FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
automated cell counters: 

1. Identification: An automated cell 
counter is a device used to count red 
blood cells, white blood cells, or blood 
platelets, to measure hemoglobin and 
hematocrit, and to measure or calculate 
the red cell indices (the erythrocyte 
mean corpuscular volume, the mean 
corpuscular hemoglobin, and the mean 
corpuscular hemoglobin concentration) 
using an sample of the patient's 
peripheral blood (blood circulating in 


one of the body’s extremities, such as 
the arm). 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a medium priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that automated cell 
counters be classified into class II 
(performance standards) because there 
is a need for a performance standard 
that prescribes for this device 
acceptable ranges of accuracy, 
precision, sensitivity, and specificity, 
and thereby minimizes the possibility 
that the device may generate inaccurate 
diagnostic information. Reliance upon 
inaccurate diagnostic information could 
result in inappropriate therapy that 
places the patient at risk unnecessarily. 
The Panel believes that general controls 
would not provide sufficient control 
over these characteristics. The Panel 
believes that a performance standard 
will provide a reasonable assurance of 
the safety and effectiveness of the 
device and that there is sufficient 
information to establish a standard to 
provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
information presented by Dr. O. W. Van 
Assendelft, a consultant to the Panel 
and the chairman of the Quantitative 
Cellular Hematology Subcommittee of 
the National Committee for Clinical 
Laboratory Standards, who stated that 
the Subcommittee could develop a 
standard for automated cell counters in 
approximately 2 years, and upon the 
Panel members’ own clinical experience 
with automated cell counters. 

5. Risks to health: Misdiagnosis and 
inappropriate therapy. Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of 
potentially serious disorders such as 
anemia, leukopenia (a decreased 
number of leukocytes in the circulating 
blood), or leukocytosis (an increased 
number of leukocyes in the circulating 
blood). Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk. Erroneous cell counts 
can be potentially life-threatening when 
those counts are used to monitor 
patients undergoing chemotherapy. 

Proposed Classification 

The Commissioner agrees with the 
Panel’s recommendation and is 
proposing that the automated cell 
counter be classified into class II 
(performance standards). The 
Commissioner believes that a 
performance standard is necessary for 
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this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The 
Commissioner also believes that there is 
sufficient information to establish a 
standard for this device. 

The Commissioner has reviewed 
additional data and information on the 
device to determine whether reasonable 
assurance of the safety and 
effectiveness of the device can be 
provided by performance standards. 
Wintrobe et al. (Ref. 1) indicate that the 
results of electronic counters are not 
necessarily more accurate or more 
reliable than those of semi-automated or 
manual cell-counting methods. The 
authors list 12 sources of error in 
electronic counters. Williams and 
Schneider (Ref. 2] state that errors occur 
in electronic counting when the white 
blood cell count is very high. False low 
white blood cell counts result when 
significant lymphocytosis (an excess 
number of lymphocytes in the blood, as 
in chronic lymphocytic leukemia) is 
present (Ref. 2). The Commissioner 
believes that the matter of error in 
automated cell counts should be 
addressed in the device labeling. If the 
labeling specifies the possible sources of 
error the operator would be alerted to 
the possibility of erroneous cell counts 
under certain operating conditions. A 
performance standard containing such a 
labeling requirement would provide a 
reasonable assurance of the safety and 
effectiveness of the device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, and may be 
seen by interested persons, from 9 a.m. 
to 4 p.m., Monday through Friday. 

1. Wintrobe. M. M.. G. R. Lee, D. R. Boggs. 

T. C. Bithcll, J. W. Athens, and J. Foerster, 
“Clinical Hematology,” Lea and Febiger, 
Philadelphia, pp. 15-20,1974. 

2. Williams. W. J. and A. S. Schneider. 
“Fxamination of the Peripheral Blood," in 

Hematology." 2d Ed.. Edited by W. J. 
Williams, McGraw-Hill Book Co., New York, 
pp. 11-14,1977. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-540 (21 

U. S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended by adding Subpart F including 
new § 864.5200, as follows: 


Subpart F—Automated and Semi- 
Automated Hematology Devices 

§ 864.5200 Automated cell counter. 

(a) Identification. An automated cell 
counter is a device used to count red 
blood cells, white blood cells, or blood 
platelets, to measure hemoglobin and 
hematocrit, and to measure or calculate 
the red cell indices (the erythrocyte 
mean corpuscular volume, the mean 
corpuscular hemoglobin, and the mean 
corpuscular hemoglobin concentration) 
using a sample of the patient’s 
peripheral blood (blood circulating in 
one of the body’s extremities, such as 
the arm). 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 20,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc. 79-27631 Filed 9-10-79; &45 urn) 

BILLING CODE 4110-03-M 


[21 CFR Part 8641 
[Docket No. 78N-1852] 

Medical Devices; Classification of 
Automated Differential Cell Counters 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying automated differential cell 
counters into class III (premarket 
approval). The FDA is also publishing 
the recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class III. The 
effect of classifying a device into class 
III is to provide for each manufacturer of 
the device to submit to FDA a premarket 
approval application at a date to be set 
in a future regulation. Each application 
includes information concerning safety 
and effectiveness tests of the device. 
After considering public comments, FDA 


will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 

DATES: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health. Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, and FDA advisory committee, 
made the following recommendation, 
with respect to the classification of 
automated differential cell counters: 

1. Identification: An automated 
differential cell counter is a device used 
to identify and classify one or more of 
the formed elements of the blood. 

2. Recommended classification: Class 
III (premarket approval). The Panel 
recommends that premarket approval 
for this device be a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that automated differential 
cell counters be classified into class III 
(premarket approval) because of the 
possibility of misclassification of cells, 
which could result in the failure to 
diagnose a serious disorder. The device 
therefore presents a potential 
unreasonable risk of illness or injury. 
Misclassification by the device could 
result from a failure to differentiate 
between cell types or a failure to detect 
a certain cell type. The Panel was 
concerned about the fully automated 
mode of certain differential cell 
counters. With this type of device, the 
task of classifying suspect cells, once 
that of the technician, now is left 
entirely to the machine. The Panel 
believes that the ability of this device to 
accurately identify abnormal cells 
remains to be established. Therefore, 
operator verification of the device’s 
abnormal cell identifications is 
essential. The Panel believes that 
general controls would not provide 
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sufficient control over these 
characteristics. The Panel believes that 
a performance standard would not 
provide reasonable assurance of the 
safety and effectiveness of the device 
and that there is not sufficient 
information to establish a standard to 
provide such assurance. The device, 
therefore, should be subject to 
premarket approval to assure that 
manufacturers demonstrate satisfactory 
performance of the device and thus 
assure its safety and effectiveness. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members' clinical experience with 
automated differential ceil counters and 
on information presented at a 
symposium entitled “Differential 
Counters in Hematology" held at the 
Panel meeting. Among the speakers at 
the symposium was Dr. Robert Miller of 
the Johns Hopkins University Medical 
Center. Dr. Miller discussed difficulties 
concerning data interpretation, precision 
and accuracy, correlation to reference 
methods and error in terms of 
coincidence, nonreproducible results, 
nonlinearity, and specific interferences. 

5. Risks to health: (a) Hepatitis 
infection: Exposure of the user, donor, or 
patient to blood, blood products, or 
blood aerosols presents a risk of 
hepatitis infection, (b) Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
blood cell disorder. Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk. 

Proposed Classification 

The Commissioner agrees with the 
Panel’s recommendation and is 
proposing that the automated 
differential cell counter be classified 
into class 111 (premarket approval). The 
Commissioner believes that the device 
is purported or represented for use in 
the classification of blood cells, a use 
which is of substantial importance in 
preventing impairment of human health. 
The Commissioner believes that 
insufficient information exists to 
determine that general controls will 
provide reasonable assurance of the 
safety and effectiveness of the device 
and that insufficient information exists 
to establish a performance standard to 
provide this assurance. FDA has 
reviewed medical literature concerning 
automated differential cell counters 
(Refs. 1 through 6). The medical 
literature reports two basic 
methodologies for automated 
differential cell counting—pattern 
recognition and flow-through 
techniques. Pattern recognition systems 


microscopically scan a fixed, stained 
blood film. Flow-through systems count 
and identify cells suspended in a liquid 
medium. 

Pattern recognition systems are 
handicapped by their lack of accuracy 
(Ref. 1). In one study, 68.8 percent of the 
abnormal cells that the system 
examined were classified as normal 
(Ref. 2). An error of this sort could result 
in the failure to detect a pathological 
blood sample (Ref. J). Several studies 
(Refs. 3 through 6) show a discrepancy 
between pattern recognition counts and 
manual counts of monocytes 
(mononuclear leukocytes). It is 
suggested that the criteria for identifying 
monocytes need to be better defined 
(Refs. 4 and 5). There also have been 
reports of discrepancies between 
pattern recognition counts and manual 
counts of plasma cells and atypical 
lymphocytes (Refs. 4 and 0). The 
tendency of pattern recognition systems 
to underestimate the number of atypical 
lymphocytes is ascribed to flaws in the 
recognition criteria. Pattern recognition 
systems also cause difficulty in blood 
film preparation. Overlapping cells must 
be avoided, and a uniform distribution 
of cell types must be achieved (Ref. 1). 

Flow-through systems allow a 
hundred-fold increase in the rate at 
which cells are counted. There is 
imperfect correlation between the 
classification logic systems of the flow¬ 
through machines and the morphological 
features of the blood cell classes as 
defined by fixed, Romanowsky-stained 
preparations (Ref. 1). Therefore, these 
machines will fail to classify up to 10 
percent of normal cells. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, and may be 
seen by interested persons, from 9 a.m. 
to 4 p.m., Monday through Friday. 
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“Automated Differential Leukocyte Counting: 
The Present State of the Art," British Journal 
of Haematology, 35:481-485.1977. 
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White Blood Cell Analyzer," Acta Cytologica, 
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3. Cairns, J. W., et al* “Evaluation of the 
Hemalog D Differential Leucocyte Counter," 
Journal of Clinical Pathology, 30^97-1004. 
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4. Egan. J. ]., et al., 'Evaluation of an 
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Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart F by adding new 
§ 864.5220 as follows: 

§ 864.5220 Automated differential cell 
counter. 

(a) Identification . An automated 
differential cell counter is a device used 
to identify and classify one or more of 
the formed elements of the blood. 

(b) Classification. Class III (premarket 
approval). 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 2,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A/fairs. 

(FR Doc. 78-27632 Filed 8-10-7* &45 am] 
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[21 CFR Part 864] 

[Docket No. 78N-1853] 

Medical Devices; Classification of 
Automated Blood Cell Diluting 
Apparatus 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying automated blood cell diluting 
apparatus into class I (general controls). 
The FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
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the general controls applicable to all 
devices. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1978. 
dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. • 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
automated blood cell diluting apparatus: 

1. Identification: An automated blood 
cell diluting apparatus is a device used 
to make, automatically, appropriate 
dilutions of a blood sample for further 
quantitative testing. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that the automated blood 
cell diluting apparatus be classified into 
class I because general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. The Panel 
recommends that labeling of the product 
be required to include explicit directions 
for calibration. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ clinical experience with these 
devices. 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
blood cell disorder. In appropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk, (b) 
Hepatitis infection: Exposure of the user, 


donor, or patient to blood, blood 
products, or blood aerosols presents a 
risk of hepatitis infection, (c) Electrical 
shock: A malfunction could result in an 
electric shock. 

Proposed Classification 

The Commissioner agrees with the 
Panel recommendation and is proposing 
that automated blood cell diluting 
apparatus be classified into class I 
(general controls) with no exemptions. 
The Commissioner believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The 
Commissioner believes that if the 
operator of this device is properly 
trained to use this device and employs 
good laboratory procedures, the risks of 
hepatitis infection and electrical shock 
are minimal. Furthermore, if good 
laboratory practices and quality control 
procedures are followed, the possibility 
of improper dilution is minimal. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart F by adding new 
§ 864.5240 as follows: 

§ 864.5240 Automated blood cell diluting 
apparatus. 

(a) Identification. An automated blood 
cell diluting apparatus is a device used 
to make, automatically, appropriate 
dilutions of a blood sample for further 
quantitative testing. 

(b) Classification. Class I (general 
controls). 

Interested persons may. on or before 
November 13.1979. submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane. Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 20.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc 79-27833 Filed 9-10-79: 8 45 am) 

BILLING CODE 4110-03-M 


121 CFR Part 864) 

[Docket No. 78N-1854J 

Medical Devices; Classification of 
Automated Cell-Locating Devices 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying automated cell-locating 
devices into class II (performance 
standards). The FDA is also publishing 
the recommendations of the Hematology 
Device Classification Panel that the 
device be classified Into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301—427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
automated cell-locating devices: 

1. Identification: An automated cell- 
locating device is a device used to 
locate blood cells on a peripheral blood 
smear, allowing the operator to identify 
and classify each cell according to type. 
(Peripheral blood is blood circulating in 
one of the body’s extremities, such as 
the arm.) 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
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performance standard for this device be 
a low priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that automated cell- 
locating devices be classified into class 
11 (performance standards) because 
there is a need for a performance 
standard that prescribes for this device 
acceptable ranges of accuracy, 
precision, sensitivity, and specificity, 
and thereby minimizes the possibility 
that the device may generate inaccurate 
diagnostic information. Reliance upon 
inaccurate diagnostic information could 
result in inappropriate therapy that 
places the patient at risk unnecessarily. 
The Panel expressed concern over the 
potential for bias in the results obtained 
from the use of these devices due to 
failure to identify a particular cell type. 
The Panel believes that general controls 
would not provide sufficient control 
over this characteristic. The Panel 
believes that a performance standard 
will provide reasonable assurance of the 
safety and effectiveness of the device 
and that there is sufficient information 
to establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ clinical experience with 
automated cell locating devices. 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
blood cell disorder. Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk. 

Proposed Classification 

The Commissioner agrees with the 
Panel’s recommendation and is 
proposing that automated cell-locating 
devices be classified into class II 
(performance standards). The 
differential cell count is used to identify 
abnormalities that require followup and 
diagnosis. Leukocytosis (an increase in 
the number of circulating leukocytes) 
may be caused by bacterial infection* 
leukemia, infectious hepatitis and a 
number of other disorders (Refs. 7 and 
2). Leukopenia (a decreased number of 
leukocytes in the circulation) may be 
caused by malaria, viral pneumonia, 
viral hepatitis, radiation, or drug therapy 
(Refs. 1 and 2), Certain disorders cause 
increased numbers of cells other than 
leukocytes. The number of platelets in 
the blood is increased in conditions such 
as polycythemia vera (a disease state in 
which the total red cell mass and the 
total blood volume are increased) and 
chronic myelogenous leukemia (a 
leukemia originating in the bone 


marrow). The Commissioner concurs 
with the Panel’s view that an inaccurate 
total or differential white cell count 
resulting from a failure to locate or 
recognize leukocytes is potentially 
hazardous to the patient. 

The Commissioner believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of this device. The 
Commissioner also believes that there is 
sufficient information to establish a 
performance standard for this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(HFA-305), at the address above, and 
may be seen by interested persons, from 
9 a.m. to 4 p.m., Monday through Friday. 

1. Simmons. A., 'Technical Hematology.” 
2d EcL, J. B. Lippincott Co., Philadelphia, pp. 
88 and 109.1978. 

2. Brown, B. A.. "Hematology: Principles 
and Procedures,” 2d Ed., Lea and Febiger. 
Philadelphia, pp. 75-76. 88-89,100-101. 247, 
1976. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart F by adding new 
§ 864.5260 as follows: 

§ 864.5260 Automated ceM-k>cating 
device. 

(a) Identification. An automated cell- 
locating device is a device used to 
locate blood cells on a peripheral blood 
smear, allowing the operator to identify 
and classify each cell according to type. 
(Peripheral blood is blood circulating in 
one of the body’s extremities, such as 
the arm.) 

(b) Classification. Class IJ 
(performance standards). 

Interested persons may. on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rrn. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 


Dated: August 2,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc. 79-27834 Filed 9-19-79: W5 am] 

BILLING CODE 41KM&-M 


[21 CFR Part 864] 

(Docket No. 78N-1855) 

Medical Devices; Classification of Red 
Cell Indices Devices 

AGENCY: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying red cell indices devices into 
class II (performance standards). The 
FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 197a 
DATES: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of red 
cell indices devices: 

1. Identification: A red cell indices 
device, usually part of a larger system, 
calculates or directly measures the 
erythrocyte mean corpuscular volume 
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(MCV), the mean corpuscular 
hemoglobin (MCH), and the mean 
corpuscular hemoglobin concentration 
(MCHC). The red cell indices are used 
for the differential diagnosis of anemias. 
The Panel considered this generic type 
of device under the names “red cell 
indices, calculated” and "red ceil 
indices, measured.” 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a medium priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that red cell indices 
devices be classified into class II 
(performance standards) because there 
is a need for a performance standard 
that prescribes for this device 
acceptable ranges of accuracy, 
precision, sensitivity, and specificity, 
and thereby minimizes the possibility 
that the device may generate inaccurate 
diagnostic information. Reliance upon 
inaccurate diagnostic information could 
result in inappropriate therapy that 
places the patient at risk unnecessarily. 
The Panel believes that general controls 
would not provide sufficient control 
over this characteristic. The Panel 
believes that a performance standard 
will provide a reasonable assurance of 
the safety and effectiveness of the 
device and that there is sufficient 
information to establish a standard to 
provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ clinical experience and 
familiarity with these devices. In making 
its recommendation, the Panel indicated 
that because this device is usually a 
component of a larger system and 
because the parameters used are often 
calculated from measurements made by 
that larger system, the accuracy of the 
device is dependent upon the accuracy 
of the larger system. Therefore, 
performance standards for red cell 
indices must be developed in 
conjunction with the performance 
standards for systems for red cell 
counting and measurement of the 
hematocrit and hemoglobin. 

5. Risks to health: Misdiagnosis and 
inappropriate therapy. Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of 
anemia. A miscalculation of the MCV, 
MCH. and MCHC may lead to an 
incorrect differential diagnosis between 
thalassemia minor (a hereditary 
hemolytic anemia that is the result of 
decreased synthesis of the beta chains 
of hemoglobin) and other anemias. In 
appropriate therapy based on inaccurate 


diagnostic data may place the patient at 
risk. 

Proposed Classification 

The Commissioner agrees with the 
Panel’s recommendation and is 
proposing that red cell indices devices 
be classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is necesary 
for this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The 
Commissioner also believes that there is 
sufficient information to establish a 
standard for this device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart F by adding new 
§ 864.5300 as follows: 

§ 864.5300 Red cell indices device. 

(a) Indentification. A red cell indices 
device, usually part of a larger system, 
calculates or directly measures the 
erythrocyte mean corpuscular volume 
(MCV). the mean corpuscular 
hemoglobin (MCH). and the mean 
corpuscular hemoglobin concentration 
(MCHC). The red cell indices are used 
for the differential diagnosis of anemias. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 2,1979. 

William F. Randolph, 

A cling Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-27635 Fifed 9-10-79 &45 am] 

BILLING CODE 4110-03-M 


[21 CFR Part 864] 

[Docket No. 78N-1856] 

Medical Devices; Classification of 
Microsedimentation Centrifuges 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying microsedimentation 
centrifuges into class I (general 
controls). The FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class 1 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13. 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare. 8757 
Georgia Ave.. Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, and FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
microsedimentation centrifuges: 

1. Identification: A 
microsedimentation centrifuge is a 
device used to sediment red blood cells 
for the microsedimentation rate test. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that the 
microsedimentation centrifuge be 
classified into class I because general 
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controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of this device. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members' belief that the reference 
methods for erythrocyte sedimentation 
rate of the International Committee for 
Standardization in Hematology (Refs. 7 
and 2) and the National Committee for 
Clinical Laboratory Standards (Ref. 5) 
sufficiently assure the safety and 
effectiveness of this test. The Panel also 
considered medical literature 
concerning the effects of low and high 
levels of asymmetric macromolecules 
(Ref. 4), tube length and diameter (Ref. 

5), disadvantages of the present 
methodology because of the length of 
time required to perform the test (Ref. 7). 
and the controversy over correction for 
anemia (Refs. 4 through 7). 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of 
various illnesses, including infections, 
plasma cell abnormalities, and 
inflammatory diseases. Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk. 

Proposed Classification 

The Commissioner agrees with the 
Panel's recommendation and is 
proposing that the microsedimentation 
centrifuge be classified into class 1 
(general controls). The Commissioner 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of this device. / 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville. MD 20657, and may be 
seen by interested persons, from 9 a.m. 
to 4 p.m„ Monday through Friday. 

1. Lewis, S. M.. "ICSH Reference Method 
for the Erythrocyte Sedimentation Rate (ESR) 
Test on Human Blood." Scandinavian /ournaf 
of Haematology. 10:319-320.1973. 

2. Boroviczeny. K. G.. et al.. "Reference 
Method for Erythrocyte Sedimentation Rate 
(ESR) Test on Human Blood." Journal of 
Clinical Pathology. 26:301-302.1973. 

3. National Committee for Clinical 
Laboratory Standards: Standard Method for 
the Human Erythrocyte Sedimentation Rate 
(ESR) Test, NCCLS Tentative Standard: TSH- 
1 (proposed 1971. approved 1973), 2525 W. 8th 
St., Los Angeles, CA 90057. 

4. Bull. B. S. and G. Brecher, "An 
Evaluation of the Relative Merits of the 
Wintrobe and Westergren Sedimentation 
Methods. Including Hematocrit Correction." 


American Journal of Clinical Pathology. 
62:502-510.1974. 

5. Bull. B. S.. "Is a Standard ESR Possible?" 
Laboratory Medicine. 6(ll):31-35,1975. 

6. Lascari. A. D., "The Erythrocyte 
Sedimentation Rate,” Pediatric Clinics of 
North America. 19(4):1113-1121.1972. 

7. Raich, P. C. and N. Temperley. 
"Comparison of the Wintrobe Erythrocyte 
Sedimentation Rate with the Zeta 
Sedimentation Ratio," American Journal of 
Clinical Pathology. 65:690-693.1976. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513. 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart F by adding new 
§ 864.5350 as follows: 

§ 864.5350 Microsedimentation centrifuge. 

(a) Identification. A 
microsedimentation centrifuge is a 
device used to sediment red cells for the 
microsedimentation rate test. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13.1979. submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m.. Monday 
through Friday. 

Dated: August 17, 1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc 7B-27tt3(j Filed 9-10-7* 8:45 am) 

BILLING CODE 4110-03-11 


(21 CFR Part 864) 

(Docket No. 78N-1857) 

Medical Devices; Classification of 
Coagulation Instruments 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying coagulation instruments into 
class II (performance standards). The 
FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 


effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1978. 
dates: Comments by November 13. 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT*. 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
coagulation instruments: 

1. Identification: A coagulation 
instrument is an automated or 
semiautomated device used to 
determine the onset of clot formation for 
in vitro coagulation studies. The Panel 
considered this generic type of device 
under the names “automated clot timer" 
and "automated and semiautomated 
coagulation instrument." 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a medium priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that coagulation 
instruments be classified into class II 
(performance standards) because there 
is a need for a performance standard 
that prescribes for this device 
acceptable ranges of accuracy, 
precision, sensitivity, and specificity, 
and thereby minimizes the possibility 
that the device may generate inaccurate 
diagnostic information. Reliance upon 
inaccurate diagnostic information could 
result in inappropriate therapy that 
places the patient at risk unnecessarily. 
The Panel believes that general controls 
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will not provide sufficient control over 
these characteristics. The Panel believes 
that a performance standard will 
provide reasonable assurance of the 
safety and effectiveness of the device 
and that sufficient information exists to 
establish a performance standard that 
will provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members' clinical experience and 
familiarity with coagulation instruments. 
The Panel noted that the Center for 
Disease Control has proposed studies of 
automated coagulation instruments and 
that such studies could aid in the 
development of a performance standard. 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
clotting disorder. Inappropriate therapy 
based on inaccurate diagnostic data 
may place the patient at risk, (b) 
Electrical shock: A malfunction could 
result in an electric shock. 

Proposed Classification 

The Commissioner agrees with the 
Panel's recommendation and is 
proposing that coagulation instruments 
be classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The Commissioner also believes 
that sufficient information exists to 
establish a standard for this device. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delected to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart F by adding new 
§ 864.5400 as follows: 

§ 864.5400 Coagulation instrument. 

(a) Identification. A coagulation 
instrument is an automated or 
semiautomated device used to 
determine the onset of clot formation for 
in vitro coagulation studies. 

(b) Classification. Class II 
(performance standards). 

Interested persons may. on or before 
November 13.1979, submit to the 
i learing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 


individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-27637 Filed 9-10-79; 6*5 am] 

BILUNG CODE 4110-03-M 


[21 CFR Part 864] 

(Docket No. 78N-18581 

Medical Devices; Classification of 
Multipurpose Systems for In Vitro 
Coagulation Studies 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying multipurpose systems for in 
vitro coagulation studies into class II 
(performance standards). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectivness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 


development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
multipurpose systems for in vitro 
coagulation studies: 

1. Identification: A multipurpose 
system for in vitro coagulation studies is 
a device consisting of one automated or 
semiautomated instrument and its 
associated reagents and controls. This 
system is used to perform a series of 
coagulation studies and coagulation 
factor assays. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this system be 
a medium priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that multipurpose systems 
for in vitro coagulation studies be 
classified into class II (performance 
standards) because there is a need for a 
performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity, and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. The Pane! also expressed 
concern over the accuracy and precision 
of the automated systems. Specifically, 
this concern centered on the ability of 
the instruments to determine an 
endpoint in instances of markedly 
abnormal coagulation. The Panel 
believes that general controls would not 
provide sufficient control over these 
characteristics. The Panel believes that 

a performance standard will provide a 
reasonable asurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members' clinical experience and 
familiarity with these systems. The 
Panel noted that the Center for Disease 
Control is currently involved in the 
development of a standardized 
methodology. 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
coagulation disorder. Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk, (b) 
Electrical shock: A malfunction could 
result in an electric shock. 










52982 


Federal Register / Vol. 44, No. 177 / Tuesday. September 11.1979 / Proposed Rules 


Proposed Classification 

The Commissioner agrees with the 
Panel's recommendation and is 
proposing that multipurpose systems for 
in vitro coagulation studies be classified 
into class II (performance standards). 
The Commissioner believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The 
Commissioner also believes that there is 
sufficient information to establish a 
standard for this device. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart F by adding new 
§ 864.5425 as follows: 

§ 864.5425 Multipurpose system for in 
vitro coagulation studies. 

(a) Identification. A multipurpose 
system for in vitro coagulation studies is 
a device consisting of one automated or 
semiautomated instrument and its 
associated reagents and controls. The 
system is used to perform a series of 
coagulation studies and coagulation 
factor assays. 

(b) Classification. Class 11 . 
(performance standards). 

Interested persons may, on or before 
November 13.1979. submit to the 
Hearing Clerk ( HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

|FR Doc 79-27638 Filed 9-10-79; 8 45 am) 

BILLING CODE 4110-03-M 


[21 CFR Part 8641 

t Docket No. 78N-18591 

Medical Devices; Classification of 
Automated Hematocrit Instruments 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying automated hematocrit 
instruments into class II (performance 
standards). The FDA is also publishing 
the recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
oates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health. Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
automated hematocrit instruments: 

1. Identification: An automated 
hematocrit instrument is a device that 
measures automatically the packed red 
cell volume of a blood sample to 
distinguish normal from abnormal 
states, such as anemia and 
erythrocytosis (an increase in the 
number of red cells). 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 


performance standard for this device be 
a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that automated hematocrit 
instruments be classified into class II 
(performance standards) because there 
is a need for a performance standard 
that prescribes for this device 
acceptable ranges of accuracy, 
precision, sensitivity, and specificity, 
and thereby minimizes the possibility 
that the device may generate inaccurate 
diagnostic information. Reliance upon 
inaccurate diagnostic information could 
result in inappropriate therapy that 
places the patient at risk unnecessarily. 
The Panel stated that the hematocrit is 
one of the most important 
determinations in hematology. The 
Panel stressed the need to standardize 
the methodology because certain 
devices claim to measure the packed red 
cell volume, but in fact measure 
something else. The Panel believes that 
general controls would not provide 
sufficient control over these 
characteristics. The Panel believes that 
a performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
existence of a protocol for the 
determination of packed red cell volume 
developed by the World Health 
Organization and the International 
Committee for Standardization in 
Hematology (Ref. 7). The Panel also 
considered proficiency testing surveys 
conducted by the College of American 
Pathologists and the Center for Disease 
Control. 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
hematological abnormality such as 
anemia, erythrocytosis, or thalassemia 
(a hereditary hemolytic anemia 
characterized by a decreased rate of 
synthesis of one or more of the 
hemoglobin polypeptide chains), (b) 
Hepatitis infection: Exposure of the user, 
donor, or patient to blood, blood 
products, or blood aerosols presents a 
risk of hepatitis infection. 

Proposed Classification 

The Commissioner agrees with the 
Panel's recommendation and is 
proposing that the automated hematocrit 
instrument be classified into class II 
(performance standards). The 
Commissioner believes that a 
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performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The 
Commissioner also believes that there is 
sufficient information to establish a 
standard for this device. 

Reference 

The following information has been 
placed in the office of the Hearing Clerk 
(HFA-305). Rm. 4-65, 5600 Fishers Lane, 
Rockville, MD 20857, and may be seen 
by interested persons, from 9 a.m. to 4 
p.m., Monday through Friday. 

1. Van Assendelft. O. W.. J. F. Coster, and 
P. J. Crossland-Taylor, "Methods for the 
Determination of Packed Cell Volume.” 

World Health Organization Document Lab/ 
76.3. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart F by adding new 
§ 864.5600 as follows: 

§ 864.5600 Automated hematocrit 
instrument. 

(a) Identification . An automated 
hematocrit instrument is a device that 
measures automatically the packed red 
cell volume of a blood sample to 
distinguish normal from abnormal 
states, such as anemia and 
erythrocytosis (an increase in the 
number of red cells). 

(b) Classification . Class 11 
(performance standards). 

Interested persons may, on or before 
November 13.1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory A ffairs. 

I PR Doc. 79-27839 Filed 9-10-79; 8 45 am| 

BILLING CODE 4110-03-M 


[21 CFR Part 864] 

(Docket No. 78N-1860) 

Medical Devices; Classification of 
Automated Hemoglobin Systems 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying automated hemoglobin 
systems into class II (performance 
standards). The FDA is also publishing 
the recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1978. 
dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based, on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane. Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
automated hemoglobin systems: 

1. Identification: An automated 
hemoglobin system is a device 
consisting of the reagents, calibrators, 
controls, and instrumentation used to 
determine the hemoglobin content of 
human blood. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this product 
be a high priority. 


3. Summary of reasons for 
recommendation: The Panel 
recommends that automated hemoglobin 
systems be classified into class II 
(performance standards) because there 
is a need for a performance standard 
that prescribes for this device 
acceptable ranges of accuracy, 
precision, sensitivity, and specificity, 
and thereby minimizes the possibility 
that the device may generate inaccurate 
diagnostic information. Reliance upon 
inaccurate diagnostic information could 
result in inappropriate therapy that 
places the patient at risk unnecessarily. 
The Panel believes that general controls 
will not provide sufficient control over 
this characteristic. The Panel believes 
that a performance standard will 
provide reasonable assurance of the 
safety and effectiveness of the device 
and that sufficient information exists to 
establish a performance standard that 
will provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the fact 
that a method and reference solution for 
hemoglobin determination have been 
addressed in standards developed by 
the International Committee for 
Standardization in Hematology (Ref. 7). 
This method and reference solution 
have been accepted by the College of 
American Pathologists, the American 
Society of Hematology, and the National 
Committee for Clinical Laboratory 
Standards. In addition, a preliminary 
standard has been devloped by the 
Center for Disease Control. The Panel 
also relied upon the medical literature 
concerning hemoglobinometry. Van 
Assendelft’s discussion (Ref. 2) of the 
subject considers the standardization of 
hemoglobinometry and photometric 
errors. Van Assendelft, Zijlstra, and van 
Kampen (Ref. 3) discuss the sources of 
error in the cyanmethemoglobin method. 
They state that errors occur due to 
improper technique in obtaining and 
diluting the blood sample. Reagents may 
have been stored in improper 
containers, accidentally frozen, or 
improperly prepared. The hemoglobin 
determination also may be in error if the 
measuring instrument was not 
calibrated and checked with a 
cyanmethemaglobin reference solution. 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
hemoglobin disorder. Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk. The 
measurement of the patient's 
hemoglobin is the basis for a decision to 
intitiate or terminate treatment. 
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including blood transfusion, [b) 
Potassium cyanide hazard: The 
potassium cyanide present in some 
hemoglobin reagents constitutes a 
hazard to the laboratory user, (c) 
Electrical shock: A malfunction could 
result in an electric shock. 

Proposed Classification 

The Commissioner agrees with the 
Panel’s recommendation and is 
proposing that automated hemoglobin 
systems be classified into class II 
(performance standards]. The 
Commissioner believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the divice. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The 
Commissioner also believes that there i9 
sufficient information to establish a 
standard to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(HFA-305), Rm. 4-65, 5600 Fishers Lane, 
Rockville, MD 20857, and may be seen 
by interested persons, from 9 a.m. to 4 
p.m., Monday through Friday. 

1. Internationa 1 Committee for 
Standardization in Hematology. 
"Recommendations for Hemogolobinometry 
in Human Blood/' British Journal of 
Haematology, 13 (Supple.j:71.1967. 

2. Van Assendelft. O. W., 
“Spectrophotometry of Hemoglobin 
Derivatives/’ Charles C. Thomas Co., 
Springfield. IL, pp. 35-38, 86-118.1970. 

3. Van Assendelft. O. W., W. G. Zijlatra. 
and E. J. van Kampen. “Hemoglobinometrjr 
Challenges and Pitfalls.” Proceedings 
Koninklijke Nederlandse Akademie van 
Wetenschappen, 73:104.1970. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a). 52 Stat. 1055. 90 Slat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart F by adding new 
§ 864.5620 as follows: 

§ 864.5620 Automated hemoglobin 
system. 

(a) Identification. An automated 
hemoglobin system is a device 
consisting of the reagents, calibrators, 
controls, and instrumentation used to 
determine the hemoglobin content of 
human blood. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13,1979. submit to the 


Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-27MD Filed 9-10-78; &45 am| 

BILLING COO€ 4110-03-41 


121 CFR Part 864] 

{Docket No. 78N-1861] 

Medical Devices; Classification of 
Automated Heparin Analyzers 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying automated heparin analyzers 
into class III (premarket approval). The 
FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class ILL The 
effect of classifying a device into class 
III is to provide for each manufacturer of 
the device to submit to FDA a premarket 
approval application at a date to be set 
in a future regulation. Each application 
includes information concerning safety 
and effectiveness tests of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by November 13, 

1979. The Commissioner of Food and . 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT*. 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 


Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
automated heparin analyzers: 

1. Identification: An automated 
heparin analyzer is a device used to 
determine the heparin level in a blood 
sample by mixing the sample with 
protamine (a heparin-neutralizing 
substance) and determining 
photometrically the onset of air- 
activated dotting. The analyzer also 
determines the amount of protamine 
necessary to neutralize the heparin in 
the patient’s circulation. 

2. Recommended classification: Class 
III (premarket approval). The Panel 
recommends that premarket approval of 
this device be a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that the automated heparin 
analyzer be dassified into class III 
(premarket approval) because reliance 
upon the information derived from the 
use of this device, if inaccurate, could be 
hazardous to the patient’s health. The 
Panel believes that general controls 
would not provide sufficient control 
over this characteristic. The Panel 
believes that there is not sufficient 
information available regarding the 
operating principles of this device or the 
prpcesses involved in its manufacture. 
The Panel believes that this lack of 
information would prevent the 
establishment of a performance 
standard that would provide reasonable 
assurance of the safety and 
effectiveness of the device. The device, 
therefore, should be subject to 
premarket approval to assure that 
manufacturers demonstrate satisfactory 
performance of the device and thus 
assure its safety and effectiveness. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation, in part, upon 
the conclusion by the Center for Disease 
Control that there are insufficient data 
to determine that the safety and 
effectiveness of this device could be 
assured by general controls or a 
performance standard (Ref. 1). The 
Panel also considered Biggs’ discussion 
of heparin neutralization (Ref. 2) % 
Williams’ discussion of heparin and 
anticoagulant therapy (Ref. 3), and the 
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Panel members’ clinical experience with 
heparin neutralization. 

5. Risks to health: (a) Hemorrhage or 
thrombosis: If this device incorrectly 
reports the level of heparin in the 
patient’s circulation, hemorrhage or 
thrombosis may result due to the 
administration of an inappropriate 
amount of protamine, (b) Hepatitis 
infection: Exposure of the user, donor, or 
patient to blood, blood products, or 
blood aerosols presents a risk of 
hepatitis infection. 

Proposed Classification 

The Commissioner agrees with the 
Panel’s recommendation and is 
proposing that automated heparin 
analyzers be classified into class III 
(premarket approval). This device is 
intended for use during hemodialysis, to 
direct heparin therapy, or to monitor 
heparin levels during surgical 
procedures such as cardiovascular 
surgery. If this device fails to report the 
patient’s heparin level accurately during 
such a procedure, potentially life- 
threatening thrombosis or hemorrhage 
could result. Therefore the 
Commissioner believes that the device 
presents a potential unreasonable risk of 
illness or injury (including death) to the 
patient if the physician directs heparin 
therapy in reliance upon the information 
derived from the device. The 
Commissioner agrees that insufficient 
information exists to determine that 
general controls will provide reasonable 
assurance of the safety and 
effectiveness of the device and that 
insufficient information exists to 
establish a performance standard to 
provide this assurance. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. Transcript of the Hematology Device 
Classification Panel Meeting, June 14,1977, 
pp. 104-109. 

2. Biggs. R., "Human Blood Coagulation, 
Hemostasis, and Thrombosis." Blackwell 
Scientific Publications, Oxford, p. 576,1976. 

3. Williams, W. J., "Disorders of 
Hemostasis—Thrombosis." in "Hematology." 
2d Ed.. Edited by W. J. Williams, McGraw- 
Hill Book Co.. New York. pp. 1481-1489,1977. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart F by adding new 
§ 864.5680 as follows: 


§ 864.5680 Automated heparin analyzer. 

(a) Identification. An automated 
heparin analyzer is a device used to 
determine the heparin level in a blood 
sample by mixing the sample with 
protamine (a heparin-neutralizing 
substance) and determining 
photometrically the onset of air- 
activated clotting. The analyzer also 
determines the amount of protamine 
necessary to neutralize the heparin in 
the patient’s circulation. 

(b) Classification. Class III (premarket 
approval). 

Interested persons may, on or before 
[insert date 60 days after date of 
publication in the Federal Register) 
submit to the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857, written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc 79-27641 Filed 9-10-79: 6:45 am] 

BILLING CODE 4110-03-44 


[21 CFR Part 864] 

[Docket No. 78N-1862] 

Medical Devices; Classification of 
Automated Platelet Aggregation 
Systems 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying automated platelet 
aggregation systems into class II 
(performance standards). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments. FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 


dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
automated platelet aggregation systems: 

1. Identification: An automated 
platelet aggregation system is a device 
used to determine changes in platelet 
shape and platelet aggregation following 
the addition of an aggregating reagent to 
a platelet-rich plasma. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a low priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that automated platelet 
aggregation systems be classified into 
class II (performance standards) 
because there is a need for a 
performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity, and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. The Panel expressed 
concern over the variation in results 
obtained with these systems. The Panel 
ascribed this variation to the 
nonuniform stability and reactivity of 
the reagents. The Panel recommends 
that the labeling be required to describe 
the stability of the reagents and their 
active constituents, and directions for 
storage. The Panel believes that general 
controls will not provide sufficient 
control over these characteristics. The 
Panel believes that a performance 
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standard will provide reasonable 
assurance of the safety and 
effectiveness of the device and that 
sufficient information exists to establish 
a performance standard that will 
provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ clinical experience and 
knowledge of the medical literature 
concerning platelet aggregation. The 
Panel considered a review article by 
Arkel (Ref. 7) describing platelet 
aggregation and its clinical applications. 
Arkel states that although inherited 
platelet function disorders are rare, they 
are dangerous because they can cause 
excessive bleeding during surgery. Han 
and Ardlie (Ref. 2) describes the effects 
of pH. temperature, and calcium 
concentration on platelet aggregation. 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
platelet disorder. Inappropriate therapy 
based on inaccurate diagnostic data 
may place the patient at risk. Failure to 
diagnose a platelet disorder could result 
in bleeding during surgery. 

Proposed Classification 

The Commissioner agrees with the 
Panel’s recommendation and is 
proposing that automated platelet 
aggregation systems be classified into 
class 11 (performance standards). The 
Commissioner believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The 
Commissioner also believes that there is 
sufficient information to establish a 
performance standard for this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857, and may be 
seen by interested persons, from 9 a.m. 
to 4 p.m., Monday through Friday. 

1. Arkel. Y. W„ “Evaluation of Platelet 
Aggregation in Disorders of Hemostasis,” 
Medical Clinics of North America , 60{5):881- 
911. 1976. 

2. Han. P. and N. G. Ardlie. “The Influence 
of pH. Temperature, and Calcium on Platelet 
Aggregation: Maintenance of Environmental 
pH and Platelet Function for In Vitro Studies 
in Plasma Stored at 3 V C, M British Journal of 
Haematology. 26:373-389.1974. 


Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart F by adding new 
§ 864.5700 as follows: 

§ 864.5700 Automated platelet 
aggregation system. 

(a) Identification. An automated 
platelet aggregation system is a device 
used to determine changes in platelet 
shape and platelet aggregation following 
the addition of an aggregating reagent to 
a platelet-rich plasma. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs . 

(FR Doc. 79-27W2 Filed 9-10-79; tUS am) 

BILLING CODE 4110-0^-41 


[21 CFR Part 864] 

t Docket No. 78N-1863] 

Medical Devices; Classification of 
Automated Sedimentation Rate 
Devices 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying automated sedimentation 
rate devices into class 1 (general 
controls). The FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 


actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drug 9 proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane. Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT. 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration. Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring. MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, and FDA advisory committee, 
made the following recommendation 
with respect to the classfication of 
automated sedimentation rate devices: 

1. Identification: An automated 
sedimentation rate device is an 
instrument that measures automatically 
the erythrocyte sedimentation rate in 
whole blood. Because an increased 
sedimentation rate indicates tissue 
damage or inflammation, the erythrocyte 
sedimentation rate device is useful in 
monitoring treatment of a disease. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that the automated 
sedimentation rate device be classified 
into class I because general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of this device. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ belief that the reference 
method for erythrocyte sedimentation 
rate (Refs. 1 and 2) of the International 
Committee for Standardization in 
Hematology and the reference method of 
the National Committee for Clinical 
Laboratory Standards sufficiently 
control the safety and effectiveness of 
this test. The Panel also considered 
medical literature concerning the effect 
of low and high levels of asymmetric 
macromolecules (Ref. 4), tube length and 
diameter (Ref. 5), disadvantages of the 
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present methodology because of the 
length of time required to perform the 
test (Ref. 7], and the controversy over 
correction for anemia (Refs. 4 through 7). 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of 
various illnesses, including infections, 
plasma cell abnormalities, and 
inflammatory diseases. Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk. 

Proposed Classification 

The Commissioner agrees with the 
Panel’s recommendation and is 
proposing that automated sedimentation 
rate devices be classified into class 1 
(general controls) with no exemptions. 
The Commissioner believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(HFA-305), Rm. 4-65, 5600 Fishers Lane, 
Rockville, MD 20857, and may be seen 
by interested persons, from 9 a.m. to 4 
p.m., Monday through Friday. 

1. Lewis, S. M., "ICSH Reference Method 
for the Erythrocyte Sedimentation Rate (ESR) 
Test on Human Blood," Scandinavian Journal 
of Hematology. 10:319-320,1973. 

2. Boroviczeny, K. G., et al.. "Reference 
Method for the Erythrocyte Sedimentation 
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Clinical Pathology, 26:301-302,1973. 

3. National Committee for Clinical 
Laboratory Standards: Standard Method for 
the Human Erythrocyte Sedimentation Rate 
(EST) Test NCCLS Tentative Standard: TSH-» 
1 (proposed 1971, approved 1973), 2525 W. 6th 
St.. Los Angeles. CA 90057. 

4. Bull. B. S. and G. Brecher. "An 
Evaluation of the Relative Merits of the 
Wintrobe and Westergren Sedimentation 
Methods. Including Hematocrit Correction," 
American Journal of Clinical Pathology, 
62:502-510, 1974. 

5. Bull, B. S., "Is a Standard ESR Possible?" 
Laboratory Medicine, 6(ll):31-35,1975. 

6. Lascari, A. D., "The Erythrocyte 
Sedimentation Rate," Pediatric Clinics of 
North America, 19(4):1113-1121,1972. 

7. Raich. P. C. and N. Temperley, 
"Comparison of the Wintrobe Erythrocyte 
Sedimentation Rate with the Zeta 
Sedimentation Ratio," American Journal of 
Clinical Pathology, 65:690-693. 197a 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-548 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart F by adding new 
§ 864.5800 as follows: 


§ 864.5800 Automated sedimentation rate 
device. 

(a) Identification . An automated 
sedimentation rate device is an 
instrument that measures automatically 
the erythrocyte sedimentation rate in 
whole blood. Because an increased 
sedimentation rate indicates tissue 
damage or inflammation, the erythrocyte 
sedimentation rate device is useful in 
monitoring treatment of a disease. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-05, 5600 
Fishers Lane, Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket niftnber found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

[FR Doc. 79-27643 Filed 9-10-79; 8:45 am] 

BILLING CODE 4110-03-M 


[21 CFR Part 864] 

(Docket No. 78N-1864J 

Medical Devices; Classification of 
Automated Slide Spinners 

agency: Food and Drug Administration. 
action: Proposed rule. 

SUMMARY: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying automated slide spinners 
into class 1 (general controls). The FDA 
is also publishing the recommendations 
of the Hematology Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 


address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT. 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
automated slide spinners: 

1. Identification: An automated slide 
spinner is a device that prepares 
automatically a blood film on a 
microscope slide using a small amount 
of peripheral blood (blood circulating in 
one of the body’s extremities, such as 
the arm). 

2. Recommended classification: Class 
II (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary the reasons for 
recommendation: The Panel 
recommends that the automated slide 
spinner be classified into class I because 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ clinical experience with this 
device. 

5. Risks to health: (a) Hepatitis 
infection: Exposure of the user, donor, or 
patient to blood, blood products, or 
blood aerosols presents a risk of 
hepatitis infection, (b) Electrical shock: 

A malfunction could result in electric 
shock, (c) Cuts and abrasions: There is a 
risk of injury to the operator from 
borken glass microscope slides if the 
device fails to function properly, (d) 
Misdiagnosis and inappropriate therapy: 
Failure of the device to perform 
satisfactorily may lead to an error in the 
diagnosis of a serious disorder. 
Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk. There is a risk of 
misdiagnosis due to mislabeling of 
slides and poor quality of spun slide 
preparations. 
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Proposed Classification 

The Commissioner agrees with the 
Panel’s recommendation and is 
proposing that automated slide spinners 
be classified into class I (general 
controls) with no exemptions. The 
Commissioner believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of these devices. The 
Commissioner believes that if the 
operator is properly trained to use this 
device and follows the manufacturer’s 
instructions carefully, the risks of 
hepatitis, injury from broken glass, 
mislabeling of slides, and poor slide 
quality are minimal. If good laboratory 
practices and quality control procedures 
are followed, the possibility of hepatitis 
infection or mislabeling of slides is 
minimal. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-540 (21 
U.S.C. 360c, 371(a))) and under the 
authority delegated to the Commissioner 
(21 CFR 5.1), it is proposed that Part 064 
be amended in Subpart F by adding new 
§ 864.5850 as follows: 

§ 864.5850 Automated slide spinner. 

(a) Identification. An automated slide 
spinner is a device that prepares 
automatically a blood film on a 
microscope slide using a small amount 
of peripheral blood (blood circulating in 
one of the body’s extremities, such as 
the arm). 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13i 1979, [insert date 60 days 
after date of publication in the Federal 
Register) submit to the Hearing Clerk 
(HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments, and 
shall be identified with the Hearing 
Clerk docket number found in brackets 
in the heading of this document. 
Received comments may be seen in the % 
above office between the hours of 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated August 17.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

(PR Doc. 7&-2T&44 Filed B-10-7& 8:45 am) 

BILLING COOE 4110-03-M 


[21 CFR Part 8641 

[Docket No. 78N-1865] 

Medical Devices; Classification of 
Blood Volume Measuring Devices 

agency: Food and Drug Administration. 
action: Proposed rule._ 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying blood volume measuring 
devices into class II (performance 
standards). The FDA is also publishing 
the recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FT)A will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
oates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT. 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-^40), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring. MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
blood volume measuring devices: 

1. Identification: A blood volume 
measuring device is a manual 
semiautomated. or automated system 
that is used to calculate the red cell 
mass, plasma volume, and total blood 
volume. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a low priority. 


3. Summary of reasons for 
recommendation: The Panel 
recommends that the blood volume 
measuring device be classified into class 
II (performance standards) because 
there is a need for a performance 
standard that prescribes for this device 
acceptable ranges of accuracy, 
precision, sensitivity, and specificity, 
and thereby minimizes the possibility 
that the device may generate inaccurate 
diagnostic information. Reliance upon 
inaccurate diagnostic information could 
result in inappropriate therapy that 
places the patient at risk unnecessarily. 
The Panel believes that general controls 
will not provide sufficient control over 
this characteristic. The Panel believes 
that a performance standard will 
provide reasonable assurance of the 
safety and effectiveness of the device 
and that sufficient information exists to 
establish a performance standard that 
will provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ clinical experience with 
these systems. 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of 
polycythemia vera (a disease 
characterized by an absolute increase in 
•the red cell mass and the total blood 
volume). Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk. 

Proposed Classification 

The Commissioner agrees with the 
Panel’s recommendations and is 
proposing that blood volume measuring 
devices be classified into class II 
(performance standards). 

An FDA review of the medical 
literature shows that certain aspects of 
blood volume measuring devices could 
be addressed in a performance 
standard. The use of labeled red cells is 
the method of choice for measuring the 
total circulating red cell volume. Use of 
either stable or radioactive carbon 
monoxide as a label results in a 
tendency to overestimate the total red 
cell volume (Ref. 1). There also are 
inherent difficulties in measurement of 
plasma volume. Allowance must be 
made for the time required for the label 
to mix with the plasma and the 
continual elimination of the label from 
the plasma. The plasma volume does not 
remain constant and therefore is hard to 
define (Ref. 7). If the Evans blue dye 
method is employed, it is difficult to 
obtain an accurate measurement. The 
deep blue dye hampers any 
measurement made in a syringe. The 
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patient also must be fasting to control 
the opacity of the plasma (Ref. 2). There 
are also instances in which the 
peripheral blood volume does not 
correlate closely with the red cell 
volume (Ref. 2 ). 

In addition to the uses cited by the 
Panel, the blood volume measurement is 
used in the following situations: to 
evaluate blood and fluid losses during 
major surgical procedures and following 
trauma (e.g„ bums), to serve as a guide 
in preoperative and postoperative 
transfusion therapy, to evaluate 
gastrointestinal and uterine bleeding, 
and to aid in the diagnosis of 
hypovolemic shock (i.e.. shock 
characterized by abnormally low levels 
of fluid in the body’s circulatory 
system). An inaccurate blood volume 
measurement in these circumstances 
poses great potential for harm. The 
Commissioner believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The 
Commissioner also believes that 
sufficient information exists to establish 
a performance standard for the device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(HFA-305), Rm. 4-65, 5600 Fishers Lane, 
Rockville, MD 20857, and may be seen 
by interested persons, from 9 a.m. to 4 
p.m., Monday through Friday. 

1. Berlin, N. L, “Laboratory Evaluation of 
Frythrokinetics,” in “Hematology,” 2d Ed.. 
Edited by W. J. Williams. McGraw-Hill Book 
Co., New York. pp. 237-240,1977. 

2. Simmons. A.. “Technical Hematology." 

2d Ed., J. B. Lippincott Co., Philadelphia, pp. 
338-339,1978. 

Therefore, under the Federal Food, 
□rug. and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart F by adding new 
§ 864.5950 as follows: 

§ 864.5950 Blood volume measuring 

device. 

(a) Identification . A blood volume 
measuring device is a manual 
semiautomated, or automated system 
that is used to calculate the red cell 
mass, plasma volume, and total blood 
volume. 

(b) Classification. Class II 
(performance standards). 

Interested persons may. on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Urug Administration, Rm. 4-65. 5600 


Fishers Lane, Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory A ffairs. 

|KR Doc 79-27845 Filed 9-10-79: 8:45 nm\ 

BILLING CODE 4110-03-M 


[21 CFR Part 864J 

[Docket No. 78N-1866] 

Medical Devices; Classification of 
Bleeding Time Devices 

agency: Food and Drug Administration. 
action: Proposed rule. 


summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying bleeding time devices into 
class II (performance standards). The 
FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 

dates: Comments by November 13. 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
In the Federal Register. 

address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane. Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 


SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning Ihe 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
bleeding time devices: 

1. Identification: A bleeding time 
device is a device, usually employing 
two spring-loaded blades, that produces 
two small incisions in the patient’s skin. 
The length of time required for the 
bleeding to stop is a measure of the 
effectiveness of the coagulation system, 
primarily the platelets. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that bleeding time devices 
be classified into class II (performance 
standards) because there is a need for a 
performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity, and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. The Panel believes that it 
is vitally important that the template 
used to make the incision be sterilizable 
or disposable. If the template is 
sterilizable, the label should specify the 
method of sterilization to be used. The 
Panel believes that general controls 
would not provide sufficient control 
over these characteristics. The Panel 
believes that a performance standard 
will provide a reasonable assurance of 
the safety and effectiveness of the 
device and that there is sufficient 
information to establish a standard to 
provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ knowledge of, and 
clinical experience with, this device. In 
making its recommendation, the Panel 
indicated that a standard should not be 
difficult to develop because the current 
template, with its well-standardized 
design, works well and is widely 
accepted. 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error In the diagnosis of a 
potentially serious bleeding disorder. 
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Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk. The result could be 
severe bleeding during surgery, (b) 
Scarring: If the device is used 
improperly the patient may receive a 
permanent scar, (c) Cuts and abrasions: 
The spring-loaded blades may injure the 
technician if the device is not handled 
properly, (d) Hepatitis infection: 
Exposure of the user, donor, or patient 
to blood, blood products, or blood 
aerosols presents a risk of hepatitis 
infection. 

Proposed Classification 

The Commissioner agrees with the 
Panel’s recommendation and is 
proposing that bleeding time devices be 
classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The Commission also believes 
that there is sufficient information to 
establish a performance standard for 
this device. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended by adding Subpart G including 
new § 864.6100 as follows: 

Subpart G—Manual Hematology 
Devices 

§ 864.6100 Bleeding time device. 

(a) Identification. A bleeding time 
device is a device, usually employing 
two spring-loaded blades, that produces 
two small incisions in the patients’s 
skin. The length of time required for the 
bleeding to stop is a measure of the 
effectiveness of the coagulation system, 
primarily the platelets. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 


hours 9 a.m. and 4 p.m., Monday through 
Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

JFK Doc 79-27848 Filed 9-10-79: 8:45 am) 
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(21 CFR Part 864] 

(Docket No. 78N-1867] 

Medical Devices; Classification of 
Capillary Blood Collection Tubes 

agency: Food and Drug Administration. 
action: Proposed rule._ 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying capillary blood collection 
tubes into class I (general controls). The 
FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of capillary 
blood collection tubes: 

1. Identification: A capillary blood 
collection tube is a plain or heparinized 


glass tube of very small diameter used 
to collect blood by capillary action. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that capillary blood 
collection tubes be classified into class I 
because the Panel believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members* clinical experience with the 
device. 

5. Risks to health: None identified. 
Proposed Classification 

The Commissioner agrees with the 
Panel’s recommendation and is 
proposing that capillary blood collection 
tubes be classified into class I (general 
controls), with no exemptions. The 
Commissioner believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart G by adding new 
§ 864.6150 as follows: 

§ 864.6150 Capillary blood collection tube. 

(a) Identification. A capillary blood 
collection tube is a plain or heparinized 
glass tube of very small diameter used 
to collect blood by capillary action. 

(b) Classification. Class I (general 
controls). 

Interested persofls may. on or before 
November 13,1979. submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane, Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 
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Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

fFR Doc. 79-27847 Filed 9-10-79. 8:4$ am) 
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[21 CFR Part 864] 

(Docket No. 78N-1868] 

Medical Devices; Classification of 
Manual Blood Cell Counting Devices 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying manual blood cell counting 
devices into class I (general controls). 
The FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a Final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 
1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HF A-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health. Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of manual 
blood cell counting devices: 

1. Identification: A manual blood cell 
counting device is a device used to 
count red blood cells, white blood cells, 
and blood platelets. The Panel 


considered this generic type of device 
under the names “hemacytometer,*’ 
“differential hand tally," “quantitative 
hematology pipettes,” and "manual 
platelet counting." 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that manual blood cell 
counting devices be classified into class 
I because the Panel believes that general 
controls are sufficient to provide * 
reasonable assurance of the safety and 
effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members* clinical experience with these 
devices. 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
blood cell disorder. Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk. 

Proposed Classification 

The Commissioner agrees with the 
Panel recommendation and is proposing 
that manual blood cell counting devices 
be classified into class I (general 
controls), with no exemptions. The 
Commissioner believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The 
Commissioner believes that if the blood 
cells are counted according to an 
established procedure, the chance of an 
inaccurate cell count is greatly reduced. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner, it is 
proposed that Part 864 be amended in 
Subpart G by adding new § 864.6160, to 
read as follows: 

§ 864.6160 Manual blood cell counting 
device. 

(a) Identification. A manual blood cell 
counting device is a device used to 
count red blood cells, white blood cells, 
and blood platelets. 

(b) Classification . Class I (general 
controls). 

Interested persons may. on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 


individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

(FR Doc 79-27648 FI led 9-10-79. 8:45 dm) 

BILLING CODE 4110-03-M 


[21 CFR Part 864) 

[Docket No. 78N-1869] 

Medical Devices; Classification of 
Hematocrit Measuring Devices 

AGENCY: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying hematocrit measuring 
devices into class II (performance 
standards). The FDA is also publishing 
the recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13. 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health. Education, and Welfare, 8757 
Georgia Ave.. Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 













52992 Federal Register / Vol. 


Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
hematocrit measuring devices: 

1. Identification: A hematocrit 
measuring device is a system consisting 
of instruments, tubes, racks, and a 
sealer and a holder. The device is used 
to measure the packed red cell volume 
in blood to determine whether the 
patient’s total red cell volume is normal 
or abnormal. Abnormal states include 
anemia (an abnormally low total red cell 
volume) and erythrocytosis (an 
abnormally high total red cell mass). 

The packed red cell volume is produced 
by centrifuging a given volume of blood. 
The Panel considered this generic type 
of device under the names “hematocrit, 
centrifugal force packed, cell volume” 
and “hematocrit tubes, racks, sealer, 
and holder.” 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a high priority 

3. Summary of reasons for 
recommendation: The Panel 
recommends that hematocrit measuring 
devices be classified into class II 
(performance standards) because there 
is a need for a performance standard 
that prescribes for this device 
acceptable ranges of accuracy, 
precision, sensitivity, and specificity, 
and thereby minimizes the possibility 
that the device may generate inaccurate 
diagnostic information. Reliance upon 
inaccurate diagnostic information could 
result in inappropriate therapy that 
places the patient at risk unnecessarily. 
The Panel indicated that measurement 
of the hematocrit is one of the most 
important measurements in hematology. 
The Panel stressed the need to 
standardize the methodology because of 
the use of this measurement to 
distinguish various heraatogical 
abnormalities and because certain 
devices claim to measure the packed red 
cell volume, but in fact measure 
something else. The Panel believes that 
general controls would not provide 
sufficient control over these 
characteristics. The Panel believes that 

a performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
existence of a protocol for the 
determination of packed red cell volume 
developed by the World Health 
Organization and the International 
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Committee for Standardization in 
Hematology (Ref. /). The Panel also 
considered proficiency testing surveys 
conducted by the College of American 
Pathologists and the Center for Disease 
Control. 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy. Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
hematological abnormality such as 
anemia, erythrocytosis, or thalassemia 
(a hereditary hemolytic anemia 
characterized by a decreased rate of 
synthesis of one or more of the 
hemoglobin chains). Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk, (b) 
Hepatitis infection. Exposure of the user, 
donor, or patient to blood, blood 
products, or blood aerosols presents a 
risk of hepatitis infection. 

Proposed Classification 

The Commissioner agrees with the 
Panel’s recommendation and is 
proposing that the hematocrit measuring 
devices be classified into class II 
(performance standards). The 
Commissioner believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The 
Commissioner also believes that there is 
sufficient information to establish a 
standard for this device. 

Reference 

The following information has been 
placed in the Hearing Clerk (address 
above) and may be seen by interested 
persons, from 9 a.m. to 4 p.m., Monday 
through Friday. 

1. Van Assendelft O. W.. J. F. Coster, and 
P. J. Crossland-Taylor. “Methods for the 
Determination of Packed Cell Volume.” 
World Health Organization Document LAB/ 
76.3. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart G by adding new 
§ 864.6400 as follows: 

§ 864.6400 Hematocrit measuring device. 

(a) Identification. A hematocrit 
measuring device is a system consisting 
of instruments, tubes, racks, and a 
sealer and a holder. The device is used 
to measure the packed red cell volume 
in blood to determine whether the 
patient's total red cell volume is normal 


or abnormal. Abnormal states include 
anemia (an abnormally low total red cell 
volume) and erythrocytosis (an 
abnormally high total red cell mass). 

The packed red cell volume is produced 
by centrifuging a given volume of blood. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane, Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17. 1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 70-Z7649 Filed 9-10-7* 0:45 «m| 

BILLING COO€ 41K>-03-M 


121 CFR Part 864] 

I Docket No. 78N-1870) 

Medical Devices; Classification of Iron 
Kinetics Tests 

AGENCY: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying iron kinetics tests into class 

II (performance standards). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments. FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 

dates: Comments by November 13. 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305). Food and 
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Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierkscheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of iron 
kinetics tests: 

1. Identification: An iron kinetics test 
is a device used to determine the plasma 
iron clearance and red cell iron 
incorporation. The information obtained 
from this system is used to diagnose iron 
metabolism disorders. 

2. Recommended Classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a low priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that iron kinetics tests be 
classified into class II (performance 
standards) because there is a need for a 
performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity, and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. The Panel believes that 
general controls would not provide 
sufficient control over this 
characteristic. The Panel believes that a 
performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members' clinical experience with 
this device. 

5. Risks to health: (a) Radiation 
hazard: The user may be exposed to 
radiation from radioisotopes that are a 
part of this device, (b) Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of an 


iron metabolism disorder. Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk. 

Proposed Classification 

The Commissioner agrees with the 
Panel's recommendation and is 
proposing that iron kinetics tests be 
classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The Commissioner also believes 
that there is sufficient information to 
establish a standard for this device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart G by adding new 
§ 864.6475 as follows: 

§ 864.6475 Iron kinetics test. 

(a) Identification. An iron kinetics test 
is a device used to determine the plasma 
iron clearance and red cell iron 
incorporation. The information obtained 
from this system is used to diagnose iron 
metabolism disorders. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-27650 Filed 0-10-79:8:45 am} 

BILLING CODE 4U0-03-M 


[21 CFR Part 8641 
(Docket No. 78N-1871] 

Medical Devices; Classification of 
Occult Blood Tests 

agency: Food and Drug Administration. 


action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying occult blood tests into class 
II (performance standards). The FDA is 
also publishing the recommendations of 
two FDA advisory committees 
concerning this device. The Hematology 
Device Classification Panel recommends 
that the device be classified into class I. 
The effect of classifying a device into 
class I is to require that the device meet 
only the general controls applicable to 
all devices. The Clinical Chemistry 
Device Classification Panel recommends 
that this device be classified into class 
II. The effect of classifying a device into 
class II is to provide for the future 
development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments. FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel and the Clinical Chemistry Device 
Classification Panel, two FDA advisory 
committees, made the following 
recommendations with respect to the 
classification of occult blood tests: 

1. Identification: An occult blood test 
is a device used to detect occult blood in 
urine or feces. (Occult blood is blood 
present in such small quantities that it 
can be detected only by chemical tests 
of suspected material, or by microscopic 
or spectroscopic examination.) The 
Panels considered this generic type of 
device under the names "occult blood 
reagent," "colorimetric, occult blood in 
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urine," and "enzymatic method, occult 
blood in urine." 

2. Recommended classification: The 
Hematology Device Classification Panel 
recommends that the occult blood 
reagent be classified into class 1 (general 
controls) with no exemptions. The 
Clinical Chemistry Device Classification 
Panel recommends that colorimetric and 
enzymatic methods for the detection of 
occult blood in urine be classified into 
class II (performance standards) and 
that establishing a performance 
standard for this device be a low 
priority. 

3. Summary of reasons for 
recommendation: The Hematology 
Device Classification Panel recommends 
that occult blood tests be classified into 
class 1 because the Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

The Clinical Chemistry Device 
Classification Panel recommends that 
the occult blood test be classified into 
class II (performance standards) 
because there is a need for a 
performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity, and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. The Panel believes that 
general controls would not provide 
sufficient control over these 
characteristics. The Panel believes that 
a performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data upon which the 
recommendation is based: The Panels 
based their recommendations upon the 
Panel members’ clinical experience with 
occult blood tests, the results of 
interlaboratory proficiency studies, and 
Derman and Paukers article on the 
various methodologies for detecting 
occult blood (Ref. 1). 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of 
gastrointestinal bleeding, renal disease, 
urinary tract disease, or hemoglobinuria 
(hemoglobin in the urine). Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk. 

Proposed Classification 

The Commissioner has reviewed the 
Panels’ recommendations and is 


proposing that occult blood tests be 
classified into class II (performance 
standards). The Commissioner has 
reviewed additional data and 
information on the device to determine 
whether reasonable assurance of the 
safety and effectiveness of the device 
can be provided by performance 
standards. Adlercreutz, Liewendahl, and 
Virkola have compared the various tests 
for the detection of occult blood in the 
feces (Ref. 2). They note features of the 
test that need to be improved or 
standardized: sensitivity, identification 
of the amount of feces to be used, and 
measures to prevent contamination of 
the surrounding area. 

The Commissioner believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. The 
Commissioner believes that a 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The 
Commissioner also believes that there is 
sufficient information to establish a 
standard for this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. Derman. H. and S. Pauker. “Detection of 
Occult Blood in Feces and Urine." in 
“Hemoglobin. Its Precursors and 
Metabolites.” Edited by F. W. Sunderman 
and F. W. Sunderman, Jr„ J. P. Lippincott Co.. 
Philadelphia, pp. 70-80.1964. 

2. Adlercreutz, H., K. Liewendahl. and P. 
Virkola. “Evaluation of Fecatest, a New 
Cuaiac Test for Occult Blood in Feces,” 
Clinical Chemistry. 24(5):758-761.1978. 

Therefore, under the Federal Food, 
Drug, and Cosmetic act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))} and under authority 
delegated to the Commissioner (21 CFR 
5.1). it is proposed that Part 864 be 
amended in Subpart G by adding new 
S 864.6550 as follows: 

§864.6550 Occult blood test 

(a) Identification ,. An occult blood test 
is a device used to detect occult blood in 
urine or feces. (Occult blood is blood 
present in such small quantifies that it 
can be detected only by chemical tests 
of suspected material, or by microscopic 
or spectroscopic examination.) 

(b) Classification . Class 11 
(performance standards). 

Interested persons may. on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 


Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(HR Doc. 79-27851 Filed 9-10-79; 8:45 mm) 

BILUWG CODE 4110-05-* 


[21 CFR Part 864] 

(Docket No. 78N-1872J 

Medical Devices; Classification of the 
Osmotic Fragility Tests 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying osmotic fragility tests into 
class I (general controls). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments. FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1970. 

dates: Comments by November 13, 
1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-85, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health. Education, and Welfare. 8757 
Georgia Ave., Silver Spring. MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
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background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, and FDA advisory committee, 
made the following recommendation 
with respect to the classification of the 
osmotic fragility tests: 

1. Identification: An osmotic fragility 
test is a device used to determine the 
resistance of red blood cells to 
hemolysis (destruction) in varying 
concentrations of hypotonic saline 
solutions. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that osmotic fragility tests 
be classified into class I because the 
Panel believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. The Panel 
stated that it is customary to run 
samples of normal blood as controls; 
and if this is done, there is little chance 
of an erroneous result. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members' clinical experience and 
familiarity with these tests. In certain 
hemolytic anemias, e.g., hereditary 
spherocytosis (a congenital, familial 
form of hemolytic anemia) and acquired 
hemolytic anemia (anemia caused by 
nonhereditary factors such as infectious 
agents, poisons, and physical agents), 
the resistance of the red cells to 
hemolysis by hypotonic solutions is 
reduced. Conversely, resistance is 
increased in thalassemia (another type 
of hereditary hemolytic anemia), sickle 
cell anemia, and ordinary hypochromic 
(iron deficiency) anemia. 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of 
hereditary spherocytosis. Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk. The 
patient could be subjected to a 
splenectomy unnecessarily. 

Proposed Classification 

The Commissioner agrees with the 
Panel’s recommendation and is 
proposing that osmotic fragility tests be 
classified into class 1 (general controls) 
with no exemptions. The Commissioner 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. The 
Commissioner believes that if the 
volumes of blood and saline are 


measured precisely, if the dilutions are 
performed carefully, if the proper pH 
and temperature are maintained, and if 
samples of normal blood are run as 
controls, this test can be carried out 
accurately. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 664 be 
amended in Subpart G by adding new 
§ 864.6600 as follows: 

§ 864.6600 Osmotic fragility test. 

(a) Identification. An osmotic fragility 
test is a device used to determine the 
resistance of red blood cells to 
hemolysis (destruction) in varying 
concentrations of hypotonic saline 
solutions. 

(b) Classification . Class I (general 
controls). 

Interested persons may, on or before 
November 13,1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docke number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m, and 4 p.m., Monday 
through Friday. 

Dated; August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc 79-27B62 Filed 9-40-79: 8:46 am] 

BILLING COD£ 4110-03-41 


[21 CFR Part 864] 

[Docket No. 78N-1873] 

Medical Devices; Classification of 
Platelet Adhesion Tests 

aoency: Food and Drug Administration. 
action; Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying platelet adhesion tests into 
class I (general controls). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class L The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 


considering public comments. FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

dates: Comments by November 13. 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane. Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health. Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
platelet adhesion tests: 

1. Identification: A platelet adhesion 
test is a device used to determine in 
vitro platelet function. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendations: The Panel 
recommends that platelet adhesion tests 
be classified into class 1 because the 
Panel believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. The Panel 
believes that reliance upon diagnostic 
information derived from the use of this 
device, if inaccurate, could be 
hazardous to the patient’s health. The 
Panel recommended that this device not 
be used to predict thrombotic tendency. 

4. Summary of data on which the 

recommendation is based: The Panel 
based its recommendation on the Panel 
members' clinical experience which 
indicates that the required rate of blood 
flow through a glass bead column has 
been established. The Panel also based 
its recommendation upon the medical 
literature concerning this device. Bowie 
and Owen (Ref. 1) have found this test 
to be especially useful in evaluating and 
confirming a diagnosis of von * 

Willebrand’9 disease (a bleeding 
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disorder characterized by a prolonged 
bleeding time and decreased levels of 
factor VIII, an antihemophilic factor). A 
platelet adhesion test, when used in 
combination with the bleeding-time, can 
detect the presence of platelet defects, 
but a platelet aggregation study must be 
done to determine the nature of the 
defect (Ref. 2). Other studies (Refs. 3 and 
4 ) have investigated the effects of glass 
surfaces, platelet aggregation, adenine 
diphosphate, fibrinogen, and calcium on 
platelet adhesion. 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of von 
Willebrand’s disease, a thrombopathy (a 
blood coagulation disorder due to 
platelet dysfunction), a platelet defect, 
or deficiencies of blood coagulation 
factor VIII or factor IX (plasma 
thromboplastin component). 
Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk. 

Proposed Classification 

The Commissioner agrees with the 
Panel recommendation and is proposing 
that platelet adhesion tests be classified 
into class I (general controls) with no 
exemptions. The Commissioner believes 
that general controls are sufficient to 
provide reasonable assurance of the 
safety and effectiveness of the device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. Bowie. E. J. W. and C. A. Owen, Jr., “The 
Value ofMeasuring Platelet Adhesiveness in 
the Diagnosis of Bleeding Diseases,” 
American Journal of Clinical Pathology, 
60:302-308,1973. 

2. Papayannis. A. G. and M. C. G. Israels, 
‘The Value of the Platelet Adhesiveness Test 
in the Assessment of Abnormalities of 
Platelet Function.” Acta Hematologica, 46:1- 
13.1971. 

3. Rossi. E. C. and D. Green, ”A Study of 
Platelet Retention by Glass Beed Columns 
(‘Platelet Adhesiveness* in Normal 
Subjects)." British Journal of Haematology, 
23:47-57.1972. 

4. George. J. N., "Direct Assessment of 
Platelet Adhesion to Glass: A Study of the 
Forces of Interaction and Effects of Plasma 
and Serum Factors. Platelet Function and 
Modification of the Glass Surface." Blood, 
40:862-874, 1972. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 


amended in Subpart G by adding new 
§ 864.6650 as follows: 

§ 864.6650 Ptatelet adhesion test. 

(a) Identification. A platelet adhesion 
test is a device used to determine in 
vitro platelet function. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13,1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 7&-27B53 Filed &-10-79; M5 am] 

BILUNG CODE 4110-03-*! 


[21 CFR Part 864) 

[Docket No. 78N-1874] 

Medical Devices; Classification of 
Platelet Aggregometers 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying platelet aggregometers into 
class II (performance standards). The 
FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 


Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT. 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health , Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A notice elsewhere in this issue of the 
Federal Register provides background 
information concerning the development 
of the proposed regulation. The 
Hematology Device Classification Panel, 
an FDA advisory committee, made the 
following recommendation with respect 
to the classification of platelet 
aggregometers: 

1. Identification: A platelet 
aggregometer is a device used to 
determine changes in platelet shape and 
platelet aggregation following the 
addition of an aggregating reagent to a 
platelet rich plasma. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a low priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that platelet aggregometers 
be classified into class II (performance 
standards) because there is a need for a 
performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity, and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. The Panel believes that 
general controls would not provide 
sufficient countrol over this 
characteristic. The Panel believes that a 
performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ clinical experience and 
knowledge of the medical literature 
concerning platelet aggregation. The 
Panel considered a review article by 
Arkel (Ref. 1) describing platelet 
aggregation and the evaluation of 
platelet function in hemostasis and 
thrombosis. Arkel indicates that 
although inherited platelet function 
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disorders occur infrequently, they can 
cause bleeding problems during surgery. 
Han Ardlie (Ref. 2) described the effects 
of pH. temperature, and calcium 
concentration on platelet aggregation. 

5. Risks to health: Misdiagnosis and 
inappropriate iherapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
platelet disorder. Inappropriate therapy 
based on inaccurate diagnostic data 
may place the patient at risk. Bleeding 
from an undetected platelet disorder 
could result in complications during 
surgery. 

Proposed Classification 

The Commissioner agrees with the 
Panel's recommendation and is 
proposing that the platelet aggregometer 
be classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The Commissioner also believes 
that there is sufficient information to 
establish a standard for this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m.. 
Monday through Friday. 

1. Arkel, Y. S.. “Evaluation of Platelet 
Aggregation in Disorders of Hemostasis,** 
Medico1 Clinics of North America, 60(5):881- 
911.1976. 

2. Han, P. and Ardlie. N. G., “The Influence 
of pH, Temperature, and Calcium on Platelet 
Aggregation: Maintenance of Environmental 
pH and Platelet Function for in Vitro Studies 
in Plasma.” British Journal of Haematology. 
26:373-389,1974. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to him (21 CFR 5.1), the 
Commissioner proposes to amend Part 
864 in Subpart G by adding new 
8 864.6675 as follows: 

5 864.6675 Platelet aggregometer. 

(a) Identification. A platelet 
aggregometer is a device used to 
determine changes in platelet shape and 
platelet aggregation following the 
addition of an aggregating reagent to a 
platelet rich plasma. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13,1979. submit to the 


Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk document found in 
brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

[FR Doc. 79-27854 Hied 9-10-79: 8 45 am| 

BILLING COOt 411O-0S-M 


[21 CFR Part 864J 

(Docket No. 78N-18751 

Medical Devices; Classification of the 
Red Cell Survival Tests 

agency: Food and Drug Administration. 
action: Proposed rule. 


summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying the red cell survival tests 
into class II (performance standards). 
The FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class 11. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 197a 

dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 

address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 


SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of the 
red cell survival tests: 

1. Identification: A red cell survival 
test is a device system used to measure 
the mean red cell survival or loss in 
either a patient or a suitable recipient. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a low priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that red cell survival tests 
be classified into class II (performance 
standards) because there is a need for a 
performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity, and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnositic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. The Panel believes that 
general controls would not provide 
sufficient control over this 
characteristic. The Panel believes that a 
performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
existence of a red cell survival 
methodology recommended by the 
International Committee for 
Standardization in Hematology (Ref. I) 
and upon the Panel member's clinical 
experience and familiarity with these 
tests. 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a red 
blood cell disorder. Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk, (b) 
Hepatitis infection: Exposure of the user, 
donor, or patient to blood, blood 
products or blood aerosols presents a 
risk of hepatitis infection, (c) Radiation 
hazard: The user may be exposed to 
radiation from radioisotopes that are a 
part of this device. 
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Proposed Classification 

The Commissioner agrees with the 
Panel's recommendation and is 
proposing that the red cell survival test 
be classified into class II (performance 
standards). The Commissioner believes 
that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The Commissioner also believes 
that there is sufficient information to 
establish a standard for this device. 

Reference 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1.1CSH panel on Diagnostic Applications 
of Radioisotopes in Haematology, “ICSH 
Recommended Method for Radioisotope Red 
Cell Survival Studies.” British Journal of 
Haematology , 21(2):241-250.1971. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1). it is proposed that Part 864 be 
amended in Subpart G by adding new 
§ 864.6750 as follows: 

§ 864.6750 Red cell survival test 

(a) Identification. A red cell survival 
test is a device system used to measure 
the mean red cell survival or loss in 
either a patient or a suitable recipient. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13,1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

fFR Doc 79-27655 Filed 9-10-79; 8:45 am) 

BILLING CODE 4110-OS-M 


121 CFR Part 8641 
[Docket No. 78N-18761 

Medical Devices; Classification of 
Erythrocyte Sedimentation Rate Tests 

agency: Food and Drug Administration. 
action: Prop osed rule. _ 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying erythrocyte sedimentation 
rate tests into class 1 (general controls). 
The FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
erythrocyte sedimentation rate tests: 

1. Identification: An erythrocyte 
sedimentation rate test is a device that 
measures the length of time required for 
the red cells in a blood sample to fall a 
specified distance. An increased rate 
indicates tissue damage or 
inflammation. The Panel considered this 
generic type of device under the names 
“erythrocyte sedimentation rate” and 
“sedimentation rate tubes/’ 

2. Recommended classification: Class 
I (general controls). The Panel 


recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that erythrocyte 
sedimentation rate tests be classified 
into class I because the Panel believes 
that general controls are sufficient to 
provide reasonable assurance of the 
safety and effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
belief that the erythrocyte sedimentation 
rate reference methods of the 
International Committee for 
Standardization in Hematology (Refs. 7 
and 2) and the National Committee for 
Clinical Laboratory Standards (Ref. 5) 
sufficiently control the safety and 
effectiveness of this test. The Panel also 
considered medical literature 
concerning the effects of low and high 
levels of asymmetric macromolecules 
(Ref. 4), tube length and diameter (Ref. 

5), disadvantages of present 
methodology because of the length of 
time required to perform the test (Ref. 7), 
and the controversy over correction for 
anemia (Refs. 4 through 7). 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of 
various illnesses, including infections, 
plasma cell abnormalities, and 
inflammatory diseases. Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk. 

Proposed Classification 

The Commissioner agrees with the 
Panel recommendation and is proposing 
that erythrocyte sedimentation rate tests 
be classified into class 1 (general 
controls) with no exemptions. The 
Commissioner believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The medical 
literature concerning the erythrocyte 
sedimentation rate test describes it as a 
nonspecific test that can indicate tissue 
damage or inflammation (Refs. 5, 6, 8, 
and 0). Therefore, the erythrocyte 
sedimentation rate is of value in 
screening for infection and in following 
the progress of a disease. Because this 
test is used to confirm a diagnosis based 
on another test, the risk of misdiagnosis 
due solely to the erythrocyte 
sedimentation rate is small (Ref. 6 ). 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
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Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart G by adding new 
5 864.6700 as follows: 

8 864.6700 Erythrocyte sedimentation rate 
test 

(a) Identification . An erythroctye 
sedimentation rate test is a device that 
measures the length of time required for 
the red cells in a blood sample to fall a 
specified distance. An increased rate 
indicates tissue damage or 
inflammation. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13.1979, submit to the 
Hearing Clerk ( HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane. Rockville. MD 20857. 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 


seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc 79-27056 Filed 9-10-7* 8:45 am] 
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[21 CFR Part 864) 
l Docket No. 78N-1877J 

Medical Devices; Classification of 
Adenine Nucleotide Assays 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying adenine nucleotide assays 
into class I (general controls). The FDA 
is also publishing the recommendation 
of the Hematology Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration. Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
adenine nucleotide assays: 

1. Identification: An adenine 
nucleotide assay is a device that 
measures the levels in the body tissues 


and fluids of adenine nucleotide (a 
compound consisting of the base 
adenine, a sugar, and a phosphate 
group). This measurement is often made 
with a photometer (a device that 
measures light intensity). Adenosine 
diphosphate (ADP) is the nucleotide 
responsible for platelet aggregation in 
the arrest of bleeding. 

2. Recommended classification: Class 
I (general controls): The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that adenine nucleotide 
assays be classified into class I because 
the Panel believes that general controls 
are sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

4. Summary of data on which the 
recommendation is baaed: The Panel 
based its recommendation on the Panel 
members* clinical experience with 
adenine nucleotide assays. * 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
serious disorder. Inappropriate therapy 
based on inaccurate diagnostic data 
may place the patient at risk, (b) 
Hepatitis infection: Exposure of the user, 
donor, or patient to blood, blood 
products, or blood aerosols presents a 
risk of hepatitis infection, (c) Electrical 
shock: A malfunction in the electrical 
system of the photometer could result in 
an electrical shock. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
adenine nucleotide assays be classified 
into class I (general controls), with no 
exemptions. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
believes that if users heed warnings in 
the labeling against use of contaminated 
or deteriorating reagents, the enzyme 
preparation will be pure and stable. If 
the user employs good laboratory 
procedures for handling blood, the risk 
of hepatitis should be minimal. If the 
operating instructions for the 
photometer are followed carefully, the 
risk of electrical shock will also be 
minimal. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055. 90 Stat. 540-646 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended by adding 










53000 


Federal Register / Vol. 44, No. 177 / Tuesday, September 11, 1979 / Proposed Rules 


Subpart H including new § 864.7040, as 
follows: 

Subpart H—Hematology Kits and 
Packages 

§ 864.7040 Adenine nucleotide assay. 

(a) Identification. An adenine 
nucleotide assay is a device that 
measures the levels in the body tissues 
and fluids of adenine nucleotide (a 
compound consisting of the base 
adenine, a sugar, and a phosphate 
group). This measurement is often made 
with a photometer (a device that 
measures light intensity). Adenosine 
diphosphate (ADP) is the nucleotide 
responsible for platelet aggregation in 
the arrest of bleeding. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

|FR Doc 79-27657 Filed 9-10-79; 6.45 atn] 
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[21CFR Part 8641 
[Docket No. 78N-1878] 

Medical Devices; Classification of 
Antithrombin III Assays 

agency: Food and Drug Administration. 
action: Proposed Rule. 

Summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying antithrombin III asssays into 
class II (performance standards). The 
FDA is also publishing the 
recommendations of the Hematology 
Device Classification Panel and the 
Immunology Device Classification Panel 
that this device be classified into class 
II. The effect of classifying a device into 
class II is to provide for the future 
development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 


After considering public comments. FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
adddress: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234 

SUPPLEMENTARY INFORMATION.* 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel and the Immunology Device 
Classification Panel. FDA advisory 
committees, made the following 
recommendation with respect to the 
classification of antithrombin III assays: 

1. Identification: An antithrombin in 
assay is a device that i9 used to 
determine the plasma level of 
antithrombin III (a substance that acts 
with the anticoagulant heparin to 
prevent coagulation). This determination 
is used to monitor the administration of 
heparin in the treatment of thrombosis. 
The determination may also be used in 
the diagnosis of thrombophilia (a 
congenital deficiency of antithrombin 
III). 

2. Recommended classification: The 
Hematology Device Classification Panel 
recommends that antithrombin III 
assays be classified into class II 
(performance standards) and that 
establishing a performance standard for 
this device be a low priority. The 
Immunology Device Classification Panel 
recommends that antithrombin in 
assays be classified into class 11 and 
that establishing a performance 
standard for this device be a high 
priority. 

3. Summary of reasons for 
recommendation: The Hematology 
Device Classification Panel recommends 
that antithrombin HI assays be 
classified into class H because there is a 
need for a performance standard that 
prescribes for this device acceptable 
ranges of accuracy, precision, 
sensitivity, and specificity and thereby 


minimizes the possibility that the device 
may generate inaccurate diagnostic 
information. Reliance upon inaccurate 
diagnostic information could result in 
inappropriate therapy that places the 
patient at risk unnecessarily. The Panel 
also expressed conceit about the 
substances and conditions that can 
cause a falsely elevated antithrombin U1 
determination. The Immunology Device 
Classification Panel recommends that 
the device be classified into class II to 
assure the product’s reliability by means 
of adequate controls over the sensitivity, 
specificity, and stability of the reagents 
used in the device. Lack of sensitivity, 
specificity, or stability may cause a 
product malfunction, resulting in an 
erroneous diagnosis of a 
hypercoagulation state (a state 
characterized by increased 
susceptibility to coagulation) and in 
subsequent patient mismanagement. 
Information concerning the 
concentration of antithrombin HI is of 
great clinical significance in determining 
the likelihood of clot formation, 
particularly when the concentration falls 
to 50 percent of normal or lower. 

Patients who have developed 
thrombosis, emboli, or disseminated 
intravascular coagulation have 
abnormally low levels of antithrombin 
III. The level of this substance is also 
low in patients with congenital 
antithrombin III deficiency, liver 
diseases such as cirrhosis and hepatitis, 
or diabetes meliitus, and in patients who 
are taking oral contraceptives. Increased 
antithrombin HI levels are associated 
with the use of anticoagulants, 
congenital heart diseases, hemophilia, 
and other blood disorders. Both Panels 
believe that general controls would not 
provide sufficient control over these 
characteristics. The Panels believe that 
a performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The 
Hematology Device Classification Panel 
based its recommendation on the Panel 
members' clinical experience with this 
device, which indicates that this is a 
relatively simple assay. The 
Immunology Device Classification Panel 
based its recommendation upon the 
Panel members' clinical experience with 
this device and upon a review of the 
medical literature (Refs. I through 4). 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
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hypercoagulation state resulting from an 
antithrombin III deficiency. 

Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk. Inappropriate heparin 
therapy, such as the administration of 
anticoagulants or factor IX concentrates 
to hemophiliacs, could result. 

Proposed Classification 

FDA agrees with the Panels* 
recommendations and is proposing that 
antithrombin III assays be classified into 
class II (performance standards). An 
FDA review of medical literature 
concerning antithrombin III revealed a 
considerable body of evidence to 
support the recommendations of both 
Panels (Refs. 5 through 70). 

Assays of antithrombin III may be 
divided into three types: Clotting assays 
based upon the neutralization of 
thrombin or factor Xa in the absence of 
heparin, clotting assays in the presence 
of added heparin, and immunoassays 
(Ref. 5). Clotting assays of both types 
tend to be nonspecific, time consuming, 
unwieldy, and characterized by poor 
reproducibility (Refs. 6. 7, and 0). The 
addition of heparin increases the assay’s 
specificity by shortening its incubation 
period, but may require the use of a 
heparin-neutralizing agent (Refs. 5. 6, 
and 0). Regardless of whether heparin is 
added, clotting assays are affected to a 
minor degree by the presence of alpha 2 
macroglobulin. (A high molecular weight 
protein found in the blood in many 
diseases, alpha 2 macroglobulin inhibits 
clotting by binding irreversibly to the 
enzyme thrombin (Ref. 5).) Because 
antithrombin III inhibits serine 
proteases (enzymes that break down 
protein) by forming an irreversible one- 
to-one complex via the active center 
serine of the enzyme, it is important to 
choose the proper serine protease to 
incubate with the antithrombin 111. 
Although the usual choice is either 
thrombin or coagulation factor Xa 
(activated Stuart factor), other enzymes 
such as plasmin or trypsin are 
sometimes employed (Ref. 0). If 
thrombin is used, the amount of 
antithrombin III that is measured 
depends upon the concentration of 
purified thrombin (Refs. 8 and 0) and 
upon the complete, rapid, and 
irreversible inactivation of the thrombin 
by antithrombin III. The amount of 
antithrombin III that is measured also 
depends upon the method of 
defibrination used (Ref. 8). although at 
least one assay requires no defibrination 
(Ref. 6). The selection of the correct 
substrate is also important (Ref. 0). 

Some methods recommend a 
chromogenic substrate (Ref. 6). 
Immunoassays are generally lengthy 


(Ref. 5). With these assays, an inactive 
protein often produces a positive result 
(Ref. 70). Although immunoassays seem 
to be the method of choice for screening 
large numbers of patients, it has not 
been proven that immunoassays 
accurately measure antithrombin III in 
all disease states (Ref. J). 

Oral contraceptives increase the 
production of thrombin while inhibiting 
antithrombin III activity. This situation 
can lead to thrombotic complications 
(Ref. 6 ). 

FDA believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A Performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

References 
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(address above) and may be viewed by 
interested persons, from 9 a m. to 4 p.m., 
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Therefore, under the Federal Food. 
Drug, and Cosmetic Act (sec9. 513, 

701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7060 as follows: 

§ 864.7060 Antitftrombin III assay. 

(a) Identification. An antithrombin III 
assay is a device that is used to 
determine the plasma level of 
antithrombin III (a substance which acts 
with the anticoagulant heparin to 
prevent coagulation). This determination 
is used to monitor the administration of 
heparin in the treatment of thrombosis. 
The determination may also be used in 
the diagnosis of thrombophilia (a 
congenital deficiency of antithrombin 
HI). 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979, submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane, Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17, 1979. 

William F. Randolph, 

Acting Associate Commissioner for > . 

Regulatory Affairs. 

(FR Doc 79-27658 Filed 9-10-79: ft:45 am| 
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[21 CFR Part 864] 

(Docket No. 78N-18791 

Medical Devices; Classification of Cell 
Enzyme Assays 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying cell enzyme assays into class 
II (performance standards). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
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safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring. MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of cell 
enzyme assays: 

1. Identification: A cell enzyme assay 
is a device used to measure the activity 
in red cells, white cells, or both, of 
various clinically important enzymes 
and metabolites, such as pyruvate 
kinase and 2,3-diphosphoglycerate. A 
red cell enzyme assay is used to 
determine the enzyme defects 
responsible for a patient's hereditary 
hemolytic anemia. 

2. Recommended classification: Class 
11 (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a medium priority. 

3. Summary of reasons for 
recommendation: The Hematology 
Device Classification Panel recommends 
that cell enzyme assays be classified 
into class II because there is a need for 

a performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. The Panel believes that 
general controls would not provide 
sufficient control over these 
characteristics. The Panel believes that 
a performance standard will provide a 


reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. The Panel noted that the kits 
currently being marketed are not 
sufficiently reliable to accurately 
diagnose a heterozygous enzyme 
deficiency state, and the Panel 
recommended that these products be so 
labeled. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ clinical experience and 
familiarity with the commercially 
available products and upon the 
existence of a standard for red cell 
enzymes developed by the International 
Committee for Standardization in 
Hematology (Ref. 7). Two Panel 
members. T. F. Necheles. M.D., Ph.D„ 
and H. Frischer, M.D., described 
numerous instances in which patients 
were to have had their spleen removed 
because the device failed to detect a 
pyruvate kinase deficiency. These 
device failures resulted in misdiagnoses 
of hereditary spherocytosis (a congenital 
hemolytic anemia). 

5. Risks to health: Misdiagnosis and 
inappropriate therapy. Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
serious disorder. Inappropriate therapy 
based on inaccurate diagnostic data 
may place the patient at risk. Such 
therapy may include inappropriate drug 
therapy, contraindicated splenectomy, 
or unnecessary transfusions. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
cell enzyme assays be classified into 
class II (performance standards). An 
FDA review of the medical literature 
concerning the determination of various 
red and white cell enzymes found 
evidence to support the Panel 
recommendation (Refs. 2 and 3). One 
article stated that the crucial factor in 
the diagnosis of an enzyme deficiency is 
the demonstration of that deficiency by 
enzyme assay (Ref. 2). 

FDA believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard for 
this device. 


References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. Beutler. E.. et al.. "International 
Committee for Standardization in 
Haematology: Recommended Methods for 
Red Cell Enzyme Analysis,” British Journal 
of Haematology. 35(2):331-340,1977. 

2. Valentine. W. N., "Deficiency of Other 
Enzymes Leading to Anemia," in 
"Hematology," 2d Ed., Edited by W. J. 
Williams. McGraw-Hill Book Co.. New York, 
pp. 483—488,1977. 
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Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7100 as follows: 

§864.7100 Cell enzyme assay. 

(a) Identification. A cell enzyme assay 
is a device used to measure the activity 
in red cells, white ceils, or both, of 
various clinically important enzymes 
and metabolites, such as pyruvate 
kinase and 2,3-diphosphoglycerate. A 
red cell enzyme assay is used to 
determine the enzyme defects 
responsible for a patient's hereditary 
hemolytic anemia. 

(b) Classification. Class II 
(performance standards). 

Interested persons may. on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A [fairs. 

[FR Doc 79-271159 Filed 9-10-79; &45 am] 

BILLING CODE 4110-03-M 
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[21 CFR Part 8641 

(Docket No. 78N-1880] 

Medical Devices; Classification of 
Activated Whole Blood Clotting Time 
Tests 

agency: Food and Drug Administration. 
action: Proposed rule. 

SUMMARY: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying activated whole blood 
clotting time tests into class II 
(performance standards). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 

DATES: Comments by November 13. 

1979. It is proposed that the Final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20657. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring. MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
activated whole blood clotting time 
tests: 

1. Identification: An activated whole 
blood clotting time test is a device used 
to monitor heparin therapy for the 
treatment of venous thrombosis or 
pulmonary embolism, and therapy for 
deficiencies of coagulation factors VIII 
(antihemophilic factor). IX (plasma 
thromboplastin component], and XI 
(plasma thromboplastin antecedent), by 


measuring the coagulation time of whole 
blood. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a medium priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that activated whole blood 
clotting time tests be classified into 
class II because there is a need for a 
performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. The Panel believes that 
general controls would not provide 
sufficient control over this 
characteristic. The Panel believes that a 
performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. The Panel recommends that 
the product labeling be required to warn 
the user that this product should not be 
used as a screening test for coagulation 
defects. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members* clinical experience with 
the device and upon an article by 
Hattersley (Ref. 7) that stated that the 
activated whole blood clotting time test 
is a well-established means of 
monitoring heparin therapy and therapy 
for deficiencies of coagulation factors 
VIII, IX. and XI. 

5. Risks to health: Hemorrhage or 
thrombosis: If the de\ ice does not 
accurately report the level of heparin in 
the patient's blood and the physician 
prescribes an inappropriate dosage of 
protamine (a heparin neutralizing drug), 
hemorrhage or thrombosis may result 

Proposed Classification 

The FDA agrees with the Panel's 
recommendation and is proposing that 
activated whole blood clotting time tests 
be classified into class II (performance 
standards). The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 


information to establish a standard for 
this device. 

Reference 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. Hattersley. P. G., "Progress Report: The 
Activated Coagulation Time of Whole Blood 
(ACT)," American Journal of Clinical 
Pathology . B6{5):899-904.1976. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under the 
authority delegated to the Commissioner 
of Food and Drugs (21 CFR 5.1), it is 
proposed that Part 864 be amended in 
Subpart H by adding new § 864.7140 as 
follows: 

§ 864.7140 Activated whole blood clotting 
time test. 

(a) Identification. An activated whole 
blood clotting time test is a device used 
to monitor heparin therapy for the 
treatment of venous thrombosis or 
pulmonary embolism, and therapy for 
deficiencies of coagulation factors VII 
(antihemophilic factor), IX (plasma 
thromboplastin component), and XI 
(plasma thromboplastin antecedent), by 
measuring the coagulation time of whole 
blood. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document Received comments may be 
seen in the above^ffice between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc 7S-27M0 Filed 9-10-7V. ft 45 am] 

BILLING CODE 4110-03-11 


[21 CFR Part 864] 

[Docket No. 78N-1881] 

Medical Devices; Classification of 
Erythropoietin Assays 

agency: Food and Drug Adminstration. 
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action: Proposed rule._ 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying erythropoietin assays into 
class 111 (premarket approval). The FDA 
is also publishing the recommendation 
of the Hematology Device Classification 
Panel that the device be classified into 
class III. The effect of classifying a 
device into class Ill is to provide for 
each manufacturer of the device to 
submit to FDA a premarket approval 
application at a date to be set in a future 
regulation. Each application includes 
information concerning safety and 
effectiveness tests of the device. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

DATES: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
erythropoietin assays: 

1. Identification: An erythropoietin 
assay is a device that measures the 
concentration of erythropoietin (an 
enzyme that regulates the production of 
red blood cells) in serum or urine. This 
assay provides diagnostic information 
for the evaluation of erythrocytosis 
(increased total red cell mass) and 
anemia. 

2. Recommended classification: Class 
III (premarket approval). The Panel 
recommends that establishing premarket 
approval for this device be a medium 
priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that erythropoietin assays 


be classified into class III because the 
device is purported or represented to be 
for use in the diagnosis of polycythemia 
vera, a potentially fatal disease 
characterized by erythrocytosis 
(increased total blood volume) and often 
accompanied by increased leukocyte 
and platelet counts. This use presents a 
potential unreasonable risk of illness or 
injury if the diagnosis is missed due to 
inaccurate diagnostic information 
derived from the use of this assay. The 
Panel believes that this assay is suitable 
only for research purposes because it 
lacks sufficient accuracy, precision, 
sensitivity, and specificity for clinical 
use. The Panel believes that general 
controls would not provide sufficient 
control over these characteristics. The 
Panel believes that insufficient 
information exists to establish a 
performance standard that would 
provide reasonable assurance of the 
safety and effectiveness of the device. 
The device therefore should be subject 
to premarket approval to assure that 
manufacturers demonstrate satisfactory 
performance and thus assure its safety 
and effectiveness. On two separate 
occasions the Panel discussed the 
possibility of banning this device. One 
Panel meeting included discussion of a 
draft of a National Committee for Clinial 
Laboratory Standards recommendation 
that the commercially available 
hemagglutination inhibition assays for 
erythropoietin not be used for clinical 
purposes. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members* clinical experience with 
erythropoietin assays. 

5. Risk to health: (a) Misdiagnosis and 
inappropriate therapy. Failure of the 
device to perform satisfactorily may 
lead to an error in the differential 
diagnosis between secondary 
polycythemia, and polycythemia vera. 
Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk. A misdiagnosis of 
polycythemia vera could unecessarily 
subject the patient to potentially 
harmful chemotherapy. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
erythropoietin assays be classified into 
class III (premarket approval). An FDA 
review of medical literature concerning 
erythropoietin assays has found 
evidence that a sufficiently sensitive 
and specific in vitro erythropoietin 
assay has yet to be developed (Refs. 1 
and 2). The difficulty with 
immunological assays lies in obtaining 
an antigen of the required concentration 


and purity (Refs. 2, 3. and 4). Unless the 
erythropoietin is very pure, the 
immunological reactions observed are 
likely to be due to contamination (Ref. 

2). Available in vivo animal assays are 
not suitable for measuring very low 
levels of erythropoietin (Refs. 2 and 5). 

The effectiveness of erythropoietin 
assay methods is limited by the lack of 
an acceptable erythropoietin reference. 
Although erythropoietin Standard B is 
the International Reference Preparation 
for Erythropoietin (Ref. 2), a study 
conducted by Dukes. Hammond and 
Shore (Ref. 6) shows that this reference 
preparation is not sufficiently pure or 
sufficiently concentrated. These devices 
are purported or represented for use in 
the diagnosis of polycythemia vera, a 
potentially fatal disease. The FDA 
believes that the use of the assay for 
this purpose presents a potential 
unreasonable risk of illness or injury to 
the patient if inaccurate diagnostic 
information results in a failure to 
diagnose polycythemia vera. The agency 
believes that insufficient information 
exists to determine that general controls 
will provide reasonable assurance of the 
safety and effectiveness of the device 
and that insufficient information exists 
to establish a performance standard to 
provide this assurance. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. Wintrobe, M. M., G. R. Lee, D. R. Boggs. 
T. C. Bithell, J. W. Athens, and J. Foerster, 
“Clinical Hematology," 7th Ed.. Lea and 
Febiger. Philadelphia, p. 975.1974. 

2. Miale, J. B., "Laboratory Medicine 
Hematology," C. V. Moseby Co.. St. Louis, pp. 
20-25,1977. 

3. Krugers Dagneaux, P. G. L. C.. R. 
Goudsmit, and H. W. Krijnen, "Investigations 
on an Immunoassay of Erythropoietin," 
Annals of the New York Academy of Science, 
149:294-297,1968. 

4. Lange, R. D., T. P. McDonald, and T. 
Jordan, "Antisera to Erythropoietin: Partial 
Characterization of Two Different 
Antibodies," Journal of Laboratory and 
Clinical Medicine. 73:79-90.1969. 

5. Er8lev, A. J., "Erythropoietin Assay." in 
"Hematology," 2d Ed., Edited by W. J. 
Williams. McGraw-Hill Book Co., New York, 
pp. 1616-1618, 1977. 

6. Dukes. P. P., D. Hammond, and N. A. 
Shore, "Comparison of Erythropoietin 
Preparations Yielding Different Dose- 
Response Slopes in the Exhypoxic 
Polycythemic Mouse Assay Journal of 
Laboratory and Clinical Medicine, 74:250- 
256,1969. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
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U.S.C. 360c. 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed to 
amend Part 864 in Subpart H by adding 
new § 864.7250 as follows: 

$ 864.7250 Erythropoietin assay. 

(a) identification. An erythropoietin 
assay is a device that measures the 
concentration of erythropoietin (an 
enzyme that regulates the production of 
red blood cells) in serum or urine. This 
assay provides diagnostic information 
for the evaluation of erythrocytosis 
(increased total red cell mass) and 
anemia. 

(bj Classification . Class III (premarket 
approval). 

Interested persons may. on or before 
November 13, 1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

JFR Doc 79-27061 Filed 9-10-79; 8:45 am) 

BILLING CODE 4110-03-M 


[21 CFR Part 8641 
[Docket No. 78N-1882] 

Medical Devices; Classification of 
Euglobulin Lysis Time Tests 

AGENCY: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying euglobulin lysis time tests 
into class 11 (performance standards). 
The FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 


dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers lane, Rockville, MD 20857. 
for further information contact: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration, Department of 
Health. Education, and Welfare. 8757 
Georgia Ave., Silver Spring. MD 20910, 
301-427-7234. 

supplementary information: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
euglobulin lysis time Tests: 

1. Identification: A euglobulin lysis 
time test is a device that measures the 
length ot time required for the lysis 
(dissolution) of a clot formed from 
Fibrinogen in the euglobulin fraction 
(that fraction of the plasma responsible 
for the formation of plasmin, a clot 
lysing enzyme). This test evaluates 
natural fibrinolysis (destruction of a 
blood clot after bleeiding has been 
arrested). The test also will detect 
accelerated fibrinolysis. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a low priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that euglobulin lysis time 
tests be classified into class 11 because 
there is a need for a performance 
standard that prescribes for this device 
acceptable ranges of accuracy, 
precision, sensitivity, and specificity 
and thereby minimizes the possibility 
that the device may generate inaccurate 
diagnostic information. Reliance upon 
inaccurate diagnostic information could 
result in inappropriate therapy that 
places the patient at risk unnecessarily. 
The Panel believes that general controls 
would not provide sufficient control 
over these characteristics. The Panel 
believes that a performance standard 
will provide a reasonable assurance of 
the safety and effectiveness of the 
device and that there is sufficient 
information to establish a standard to 
provide such assurance. 


4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ clinical experience and 
familarity with this test and upon an 
article by Chakrabarti et al. (Ref. 7) 
stating that this test is widely used, but 
that its reproducibility is dependent 
upon the pH and temperature of the 
euglobulin fraction and suspending 
buffer and the anticoagulant used to 
collect the blood. 

5. Risks to health: Misdiagnosis and 
inappropriate therapy. Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
disease process such as disseminated 
intravascular coagulation (a potentially 
life-threatening condition which may be 
characterized by shock, bleeding, and 
vessel blockage) or primary fibrinolysis. 
Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk. The patient may be 
subjected unnecessarily to potentially 
hazardous therapy. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
euglobulin lysis time tests be classified 
into class II (performance standards). 
The agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A standard 
addressing the pH, temperature, and 
anticoagulant used in the assay will 
provide reasonable assurance of the 
safety and effectiveness of the assay. 
The agency also believes that there is 
sufficient information to establish a 
standard to provide such assurance. 

References 

The following information ha 9 been 
placed in the office of the Hearing Clerk 
(HFA-305) (address above) and may be 
seen by interested persons, from 9 a.m. 
to 4 p.m., Monday through Friday. 

1. Chakrabarti. R. et al., “Methodological 
Study and a Recommended Technology for 
Determining Euglobulin Lysis Time.” Journal 
of Clinical Pathology. 21:698-701.1968. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Foods 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7275 as follows: 

5 864.7275 Euglobulin lysis time test. 

(a) Identification. A euglobulin lysis 
time test is a device that measures the 
length of time required for the lysis 
(dissolution) of a clot formed from 











53006 


Federal Resister / Vol. 44, No. 177 / Tuesday, September 11. 1979 / Proposed Rules 


fibrinogen in the euglobulin fraction 
(that fraction of the plasma responsible 
for the formation of plasmin, a clot 
lysing enzyme). This test evaluates 
natural fibrinolysis (destruction of a 
blood clot after bleeding has been 
arrested). The test also will detect 
accelerated fibrinolysis. 

(b) Classification. Class II 
(performance standards). Interested 
persons may, on or before November 13, 
1979, submit to the Hearing Clerk (HFA- 
305). Food and Drug Administration, Rm. 
4-65. 5600 Fishers Lane. Rockville, MD 
20857, written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc. 70-27062 Filed *-10-79; 8;4S ami 

BILLING CODE 4110-03-41 


[21 CFR Part 864) 

[Docket No. 78N-1883J 

Medical Devices; Classification of 
Factor Deficiency Tests 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying factor deficiency tests into 
class II (performance standards). The 
FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 

address: Written comments to the 
Hearing Clerk (HFA-305), Food and 


Drug Administration. Rm. 4-65, 5600 
Fishers Lane. Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT. 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. r 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
factor deficiency tests: 

1. Identification: A factor deficiency 
test is a device used to diagnose specific 
coagulation defects, to monitor certain 
types of therapy, to detect coagulation 
inhibitors, and to detect a carrier state 
(a person carrying both a recessive gene 
for a coagulation factor deficiency such 
as hemophilia and the corresponding 
normal gene). 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a medium priority. 

3. Summary of reasons for 
recommendation: The Hematology 
Device Classification Panel 
Recommends that factor deficiency tests 
be classified into class II because there 
is a need for a performance standard 
that prescribes for this device 
acceptable ranges of accuracy, 
precision, sensitivity, and specificity 
and thereby minimizes the possibility 
that the device may generate inaccurate 
diagnostic information. Reliance upon 
inaccurate diagnostic information could 
result in inappropriate therapy that 
places the patient at risk unnecessarily. 
The Panel believes that general controls 
would not provide sufficient control 
over these characteristics. The Panel 
believes that a performance standard 
will provide a reasonable assurance of 
the safety and effectiveness of the 
device and that there is sufficient 
information to establish a standard to 
provide such assurance. Because the 
plasmas used as substrates are obtained 
from multitransfused patients, there is a 
very high hepatitis B risk. The Panel 
recommends that the device be required 
to bear labeling which indicates the 
level of factor substrate that is present 
and to warn the user of the high risk of 
hepatitis B infection from contact with 
the substrate. 


4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members* clinical experience with 
factor deficiency tests. 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy. Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
bleeding disorder or in the failure to 
detect coagulation inhibitors. 
Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk. In addition, there is a 
risk of postoperative hemorrhage from 
an undetected bleeding disorder, (b) 
Hepatitis infection: Exposure of the user 
to die substrate presents a risk of 
hepatitis B infection. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
the factor deficiency tests be classified 
into class II (performance standards). 
The agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by this device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7290 as follows: 

§ 864.7290 Factor deficiency test 

(a) Identification. A factor deficiency 
test is a device used to diagnose specific 
coagulation defects, to monitor certain 
types of therapy, to detect coagulation 
inhibitors, and to detect a carrier state 
(a person carrying both a recessive gene 
for a coagulation factor deficiency such 
as hemophilia and the corresponding 
normal gene). 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
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document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m. f Monday 
through Fjiday. 

Dated: August 17.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-27863 Filed 9-10-79: 8:45 am) 

BILLING CODE 4110-03-M 


121 CFR Part 864J 
(Docket No. 78N-1884) 

Medical Devices; Classification of 
Fibrin Monomer Paracoagulation Tests 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying fibrin monomer 
paracoagulation tests into class 11 
(performance standards). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments. FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health. Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
fibrin monomer paracoagulation tests: 


1. Identification: A fibrin monomer 
paracoagulation test is a device used to 
detect fibrin monomer in the diagnosis 
of disseminated intravascular 
coagulation (nonlocalized clotting 
within a blood vessel) or in the 
differential diagnosis between 
disseminated intravascular coagulation 
and primary fibrinolysis (dissolution of 
the fibrin in a blood clot). 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a low priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that fibrin monomer 
paracoagulation tests be classified into 
Class II to assure control over the purity 
of the protamine sulfate used in the test. 
Impure protamine sulfate causes the 
user to detect varying concentrations of 
fibrin monomer. This variability affects 
the test’s accuracy and sensitivity and 
the interpretation of the test results. The 
Panel believes that general controls 
would not provide sufficient control 
over these characteristics. The Panel 
believes that a performance standard 
will provide a reasonable assurance of 
the safety and effectiveness of the 
device and that there is sufficient 
information to establish a standard to 
provide such assurance. The Panel 
recommends that the device be required 
to bear labeling which indicates the 
lowest level of fibrin monomer that the 
device can detect. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members' clinical experience with 
this test and upon an article by Kidder 
et al. (Ref. 7) which evaluated the 
sensitivity of the test and the effects of 
fibrinogen concentration, fibrin 
degradation products, anticoagulants, 
temperature, and plasma storage 
conditions. Kidder and his coworkers 
concluded that this test should be 
included in any screening procedures in 
cases of suspected intravascular 
coagulation. 

5. Risks to health: Misdiagnosis and 
inappropriate therapy. Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of 
disseminated intravascular coagulation, 
a potentially life-threatening condition 
which may be characterized by shock, 
bleeding, and vessel blockage. 
Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 


fibrin monomer paracoagulation tests be 
classified into class II (performance 
standards). The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard for 
this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(I IFA-305). Rm. 4-65. 5600 Fishers Lane. 
Rockville, MD 20857, and may be seen 
by interested persons, from 9 a.m. to 4 
p.m., Monday through Friday. 

1. Kidder. W. R. et al., “The Plasma 
Protamine Paracoagulation Te9t: Clinical and 
Laboratory Evaluation.” American Journal of 
Clinical Pathology. 58:675-686.1972. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7300 as follows: 

§ 864.7300 Fibrin monomer 
paracoagulation test. 

(a) Identification. A fibrin monomer 
paracoagulation test is a device used to 
detect fibrin monomer in the diagnosis 
of disseminated intravascular 
coagulation (nonlocalized clotting 
within a blood vessel) or in the 
differential diagnosis between 
disseminated intravascular coagulation 
and primary Fibrinolysis (dissolution of 
the fibrin in a blood clot). 

(b) Classification . Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane, Rockville. MD 20857. 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 
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Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs . 

|FR Doc 79-27064 Filed 9-10-79: M5 am) 

BILLING CODE 4110-03-M 


[21 CFR Pari 8641 

1 Docket No. 78N-1885) 

Medical Devices; Classification of 
Fibrin Split Products Assays 

AGENCY: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying Fibrin split products assays 
into class II (performance standards). 
The FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that this 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a Final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the Final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT*. • 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health. Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device ClassiFication 
Panel, an FDA advisory committee, 
made the following recommendation 
with regard to the classiFication of fibrin 
split products assays: 

1. Identification: A fibrin split 
products assay is a device used to 
detect and quantitate fibrin split 
products (protein fragments produced by 


the enzymatic action of plasmin on 
fibrin) as an aid in detecting the 
presence and degree of intravascular 
coagulation and fibrinolysis (the 
dissolution of the Fibrin in a blood clot) 
and in monitoring therapy for 
disseminated intravascular coagulation 
(nonlocalized clotting in the blood 
vessels). 

2. Recommended classiFication: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a medium priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that fibrin split products 
assays be classified into class II 
because there is a need for a 
performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. The Panel believes that 
general controls would not provide 
sufficient control over these 
characteristics. The Panel believes that 
a performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufFicient information to 
establish a standard to provide such 
assurance. The Panel recommends that 
the labeling for those kits employing the 
staphylococcal clumping methodology 
be required to include precautions 
regarding the potential for 
staphylococcal infection from the use of 
this device. 

4. Summary of data on which the 
recommendations are based: The Panel 
based its recommendations upon the 
Panel members’ clinical experience and 
upon medical literature concerning 
fibrin split products (Refs. 1 and 2). The 
literature shows that current methods 
are usually too complex and time 
consuming for clinical use and that they 
lack the required sensitivity. Recent 
improvements in the Fibrin plate and 
latex agglutination methods have 
overcome some of these limitations 
(Refs. 1 and 2). 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of 
disseminated intravascular coagulation, 
a potentially life-threatening condition 
which may be characterized by shock 
bleeding, and vessel blockage. 
Inappropriate therapy, e.g., unnecessary 
administration of heparin in the 
treatment of venous thrombosis, based 


on inaccurate diagnostic data may place 
the patient at risk, (b) Staphylococcal 
infection: The user faces a risk of 
staphylococcal infection from the kit 
materials. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
Fibrin split product assays be classiFied 
into Class II (performance standards). 
The agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

References t 

The following information has been 
placed in the ofFice of the Hearing Clerk 
(HFA-305), Rm. 4-65, 5600 Fishers Lane. 
Rockville, MD 20857, and may be seen 
by interested persons, from 9 a.m. to 5 
p.m., Monday through Friday. 

1. Ellman, L.. A. Carvalho, and R. W. 
Colman. “The Thrombo-Wellcotesl as a 
Screening Test for Disseminated 
Intravascular Coagulation," New England 
Journal of Medicine, 288:633-634,1973. 

2. Bishop. R., et al.. ‘The Preparation and 
Evaluation of a Standardized Fibrin Plate for 
the Assessment of Fibrinolytic Activity." 
Thrombosis et Diathesis Haemorrhagica 
(Stuttgart), 23(2):201-210,1970. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Slat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7320 as follows: 

$ 864.7320 Fibrin split products assay. 

(a) Identification . A Fibrin split 
products assay is a device used to 
detect and quantitate fibrin split 
products (protein fragments produced by 
the enzymatic action of plasmin on 
fibrin) as an aid in detecting the 
presence and degree of intravascular 
coagulation and fibrinolysis (the 
dissolution of the Fibrin in a blood clot) 
and in monitoring therapy for 
disseminated intravascular coagulation 
(nonlocalized clotting in the blood 
vessels). 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979 submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
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Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-27665 Tiled 9-10-78; 8:45 am) 

BILLING CODE 4110-00-M 


[21 CFR Part 864] 

(Docket No. 78N-18861 

Medical Devices; Classification of 
Fibrinogen Determination Systems 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying fibrinogen determination 
systems into class II (performance 
standards). The FDA is also publishing 
the recommendations of the Hematology 
Device Classification Panel and the 
Immunology Device Classification Panel 
that this device be classified into class 
II. The effect of classifying a device into 
class II is to provide for the future 
development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments. FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 

dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 

address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910. 
301—427-7234. 

supplementary information: 


Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel and the Immunology Device 
Classification Panel, two FDA advisory 
committees, made the following 
recommendations with respect to the 
classification of fibrinogen 
determination systems: 

1. Identification: A fibrinogen 
determination system is a device that 
consists of the instruments, reagents, 
standards, and controls used to 
determine the fibrinogen levels in 
disseminated intravascular coagulation 
(nonlocalized clotting within the blood 
vessels) and primary fibrinolysis (the 
dissolution of fibrin in a blood clot). The 
Panels identified this generic device 
under the names “fibrinogen test,*' 
“fibrinogen determination standards 
and controls,” “fibrinogen and split 
products, antigen, antiserum, control,” 
“fibrinogen and fibrin split products, 
antigen, antiserum, control,” “fibrinogen 
and split products. FTTC, antigen, 
antiserum, control,” “fibrinogen and 
split products, peroxidase, antigen, 
antiserum, control,” and “fibrinogen and 
split products, rhodamine, antigen, 
antiserum, control.” 

2. Recommended classification: The 
Hematology Device Classification Panel 
recommends that the “fibrinogen test” 
and “fibrinogen determination 
standards and controls” be classified 
into class II (performance standards) 
and that establishing a performance 
standard for this device be a medium 
priority. The Immunology Device 
Classification Panel recommends that 
"fibrinogen and split products antigen, 
antiserum, control.” “fibrinogen and 
fibrin split products, antigen, antiserum, 
control.” “fibrinogen and split products. 
FITC, antigen, antiserum, control,” 
"fibrinogen and split products, 
peroxidase, antigen, antiserum, control,” 
and "fibrinogen and split products, 
rhodamine. antigen, antiserum, control” 
be classified into class II and that 
establishing a performance standard for 
this device be a high priority. 

3. Summary of reasons for 
recommendation: The Hematology 
Device Classification Panel recommends 
that fibrinogen determination systems 
be classified into class II because there 
is a need for a performance standard 
that prescribes for this device 
acceptable ranges of accuracy, 
precision, sensitivity, and specificity 
and thereby minimizes the possibility 
that the device may generate inaccurate 
diagnoslic information. Reliance upon 


inaccurate diagnostic information could 
result in inappropriate therapy that 
places the patient at risk unnecessarily. 
The Immunology Device Classification 
Panel recommends that fibrinogen 
determination systems be classified into 
class II because their reliability will be 
better assured by controls over the 
sensitivity, specificity, and stability of 
the reagents used in them. Lack of 
adequate sensitivity, specificity, or 
stability may cause a malfunction that 
results in an erroneous diagnosis and 
patient mismanagement. Both Panels 
believe that general controls would not 
provide sufficient control over these 
characteristics. The Panels believe that 
a performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4 V Summary of data on which the 
recommendation is based: The Panels 
based their recommendations upon the 
Panel members’ clinical experience with 
this product and the medical literature 
concerning fibrinogen determination 
(Refs. 1 through 5). Fibrinogen is 
essential for blood clot formation 
because it is the protein that is 
converted to fibrin, the basic substance 
from which the clot is formed. 

Fibrinogen disorders include: 
afibrinogenemia (an absence of 
fibrinogen), hypofibrinogenemia (low 
levels of fibrinogen), and 
dysfibrinogenemia (normal levels of 
fibrinogen but with defective 
fibrinogen). An acquired deficiency is 
associated with some liver disorders. 
The Panels considered evaluations of 
various methods for determining plasma 
fibrinogen (Refs. 1 through 5). 
Evaluations of nonimmunologic methods 
showed that the clottable protein 
methodology is superior in terms of 
accuracy, reproducibility, specificity, 
and preventing effects from interfering 
substances. This method does, however, 
have limitations. It is complex, presents 
a potential for error if not performed 
carefully, and is too time consuming for 
use in emergency situations. The 
precipitable protein method is 
considered unreliable, nonquantitative, 
nonspecific, and subject to large errors. 
Antigen-antibody systems for estimating 
plasma fibrinogen are specific, offer the 
advantage of requiring only small 
amounts of plasma, and provide good 
recovery for fibrinogen values in the low 
range. Immunologic methods allow the 
user to distinguish dysfibrinogenemia 
from hypofibrinogenemia. In general, 
fibrinogen tests are not standardized 
because of the lack of a quick, simple 
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reference method. The Hematology 
Device Classification Panel indicated 
that the Center for Disease Control is 
working in conjunction with the 
International Committee for 
Standardization in Hematology (ICSH) 
and the International Committee on 
Thrombosis and Hemostasis to 
standardize fibrinogen determination on 
an international basis. 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
bleeding disorder or disseminated 
intravascular coagulation (nonlocalized 
clotting within the blood vessels), a 
potentially life-threatening condition 
which may be characterized by shock, 
bleeding, and vessel blockage. 
Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk. The risks include 
bleeding, kidney failure, and 
unnecessary therapy, (b) Hepatitis 
infection: Exposure of the user, donor, or 
patient to blood, blood products, or 
blood aerosols presents a risk of 
hepatitis infection. 

Proposed Classification 

FDA agrees with the Panels* 
recommendation and is proposing that 
fibrinogen determination systems be 
classified into class II {performance 
standards). The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(HFA-305) (address above) and may be 
seen by interested persons, from 9 a.m. 
to 4 p.m., Monday through Friday. 

1. Filip, D. J., J. D. Eckstein, and C. A. 

Sibley. “Observations and Diagnostic Kits for 
the Determination of Plasma Fibrinogen." 
American Journal of Clinical Pathology, 
62:32-39,1974. 

2. Stevens. D. J. and M. J. Sanfelippo. 
"Evaluation of Three Methods for Plasma 
Fibrinogen Determination." American Journal 
of Clinical Pathology. 60:182-187,1973. 

3. Grannis, G. F.. “Plasma Fibrinogen: 
Determination, Normal Values, Physiologic 
Shifts, and Fluctuations," Clinical Chemistry, 
16{0):486, 1970. 

4. Chen, T. and C. H. Lai. "Fibrinogen 
Assay by an Immunodiffusion Plate." 
American Journal of Clinical Pathology, 
52(5)^29-630. 1969. 


5. Alkjaersig, N., A. Fletcher, and R. 
Burstein, "Association Between Oral 
Contraceptive Use and Thromboembolism: A 
New Approach to Its Investigation Based on 
Plasma Fibrinogen Chromatography,” 
American Journal of Obstetrics and 
Gynecology, 122(2):199-211.1975. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7340 as follows: 

§ 864.7340 Fibrinogen determination 
system. 

(a) Identification. A febrinogen 
determination system is a device that 
consists of the instruments, reagents, 
standards, and controls used to 
determine the fibrinogen levels in 
disseminated intravascular coagulation 
(nonlocalized clotting within the blood 
vessels) and primary fibrinolysis (the 
dissolution of fibrin in a blood clot). 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13,1979 submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc- 79-27666 Filed 9-10-79.8 45 <*m) 

BILLING COOE 4110-03-41 


[21 CFR Part 864] 

(Docket No. 78N-1887] 

Medical Devices; Classification of 
Erythrocytic Giucose-6-Phosphate 
Dehydrogenase Assays 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying erythrocytic glucose-6- 
phosphate dehydrogenase assays into 
class II (performance standards). The 


FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel and the 
Clinical Chemistry Device Classification 
Panel that this device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFC-20), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel and the Clinical Chemistry Device 
Classification Panel, two FDA advisory 
committees, made the following 
recommendation with respect to the 
classification of erythrocytic glucose-6- 
phosphate dehydrogenase assays: 

1. Identification: An erythrocytic 
glucose-6-phosphale dehydrogenase 
assay is a device used to measure the 
activity of the enzyme glucose-e- 
phosphate dehydrogenase or of glucose- 
e-phosphate dehydrogenase isoenzymes. 
The results of this assay are used in the 
diagnosis and treatment of 
nonspherocytic congenital hemolytic 
anemia or drug-induced hemolytic 
anemia associated with a glucose-6- 
phosphate dehydrogenase deficiency. 
This generic device includes assays 
based on fluorescence, electrophoresis, 
methemoglobin reduction, catalase 
inhibition, and ultraviolet kinetics. The 
Hematology Device Classification Panel 
identified this generic device under the 
names ‘‘glucose-6-phosphate 
dehydrogenase (erythrocytic), catalase 
inhibition,” ”glucose-6-phosphate 
dehydrogenase (erythrocytic), 
methemoglobin reduction.” and 
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“glucose-6-phosphate dehydrogenase 
(erythrocytic), quantitative.” The 
Clinical Chemistry Device Classification 
Panel identified this generic type device 
under the names "NADP reduction 
(ultraviolet) glucose-6-phosphate 
dehydrogenase,” visual semi- 
quantitative (colorimetric) glucose-6- 
phosphate dehydrogenase.” and 
‘'electrophoretic, glucose-6-phosphate 
dehydrogenase isoenzymes.” 

2. Recommended classification: The 
Hematology Device Classification Panel 
recommends that ”g!ucose-6-phosphate 
dehydrogenase (erythrocytic), catalase 
inhibition.” "glucose-6-phosphate 
dehydrogenase (erythrocytic), 
methemoglobin reduction,” and 
”gIucose-6-phosphate dehydrogenase 
(erythrocytic), quantitative.” be 
classified into class 11 and that 
establishing a performance standard for 
these devices be a medium priority. The 
Clinical Chemistry Device Classification 
Panel recommends that "NADP 
reduction (ultraviolet) glucose-6- 
phosphate dehydrogenase” and "visual 
semi-quantitative (colorimetric) glucose- 
6-phosphate dehydrogenase” be 
classified into class II and that 
establishing a performance standard for 
these devices be a low priority. The 
Clinical Chemistry Device Classification 
Panel recommends that “electrophoretic, 
glucose-6-phosphate dehydrogenase 
isoenzymes” be classified into class 11 
and that establishing a performance 
standard be a high priority. 

3. Summary of reasons for 
recommendation: The Panels 
recommend that erythrocytic glucose-6- 
phosphate dehydrogenase assays be 
classified into class II because there is a 
need for a performance standard that 
prescribes for this device acceptable 
ranges of accuracy, precision, 
sensitivity, and specificity and thereby 
minimizes the possibility that the device 
may generate inaccurate diagnostic 
information. Reliance upon inaccurate 
diagnostic information could result in 
inappropriate therapy that places the 
patient at risk unnecessarily. The Panels 
believe that general controls would not 
provide sufficient control over these 
characteristics. The Panels believe that 
a performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. The diagnostic information 
derived from the use of these devices is 
the basis for diagnosis and treatment of 
hemolytic anemias and of hemolytic 
disease of the newborn, which are 
potentially life-threatening conditions. 
The Hematology Device Classification 


Panel recommends that the product's 
labeling be required to state that this 
test is not specific for glucose-6- 
phosphate dehydrogenase deficiency, 
and that it may not be reliable in the 
diagnosis of a heterozygous glucose-6- 
phosphate dehydrogenase deficiency 
state. • 

4. Summary of data on which the 
recommendation is based: The Panels 
based their recommendation on the 
Panel members’ clinical experience with 
this assay, which indicates that it is 
most useful in the evaluation of certain 
genetic hemolytic anemias. The Panels 
noted that standardized procedures for 
the study of glucose-6-phosphate 
dehydrogenase have been developed by 
the World Health Organization (Ref. 7) 
and the International Committee for 
Standardization in Hematology (Ref. 2\ 

5. Risks to health: Misdiagnosis and 
inappropriate therapy. Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of 
hemolytic anemia caused by drugs or by 
a genetic defect. Inappropriate therapy 
based on inaccurate diagnostic data 
may place the patient at risk. The risks 
include inappropriate drug therapy, 
contraindicated splenectomy, and 
unnecessary transfusions. 

Proposed Classification 

FDA agrees with the Panel's 
recommendation and is proposing that 
erythrocytic glucose-6-phosphate 
dehydrogenase assays be classified into 
class II (performance standards). The 
agency believes that a performance 
slandard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by this device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(HFA-305), Rm. 4-65, 5600 Fishers Lane. 
Rockville, MD 20857, and may be seen 
by interested persons, from 9 a.m. to 4 
p.m., Monday through Friday. 

1. Detke, K. et al„ “Standardization of 
Procedures for the Study of Glucose-6- 
Phosphafe Dehydrogenase. Report of a WHO 
Scientific Group," WHO Technical Report 
Series. 366.1967. 

2. Beutler. E. et al., "International 
Committee for Standardization in 
Haematology: Recommended Methods for 
Red-Cell Enzyme Analysis," British Journal 
Haematology, 35:331-340.1977. 

3. Beutler, E., "Glucose-6-Phosphate 
Dehydrogenase Deficiency. Diagnosis, 


Clinical and Genetic Implications. "American 
Journal of Clinical Pathology, 4713): 303-311. 
1967. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart II 
by adding new § 864.7360 as follows: 

§ 864.7360 Erythrocytic glucose-6- 
phosphate dehydrogenase assay. 

(a) Identification. An erythrocytic 
glucose-6-phosphate dehydrogenase 
assay is a device used to measure the 
activity of the enzyme glucose-6- 
phosphate dehydrogenase or of glucose- 
6-phosphate dehydrogenase isoenzymes. 
The results of this assay are used in the 
diagnosis and treatment of non- 
spherocytic congenital hemolytic 
anemia or drug-induced hemolytic 
anemia associated with a glucose-6- 
phosphate dehydrogenase deficiency. 
This generic device includes assays 
based on fluorescence, electrophoresis, 
methemoglobin reduction, catalase 
inhibition, and ultravioloet kinetics. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13,1979 submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.197a 
William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc. 70-27867 Filed 9-10-7* *45 am| 

BILLING CODE 41KHKMI 


(21 CFR Part 8641 
(Docket No. 78N-1888] 

Medical Devices; Classification of 
Glutathione Reductase Assays 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying glutathion reductase assays 
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into class II (performance standards). 

The FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel and the 
Clinical Chemistry Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments. FDA 
will issue a finalregulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
oates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
hearing Clerk (HFA-305). Food and Drug 
Administration, Rm. 4-65. 5600 Fishers 
Lane. Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health. Education. Welfare. 8757 
Georgia Ave., Silver Spring. MD 20910 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel and the Clinical Chemistry Device 
Classification Panel, two FDA Advisory 
committees, made the following 
recommendations with respect to the 
classification of glutathione reductase 
assays: 

1. Identification: A glutathione 
reductase assay is a device used to 
determine the activity of the enzyme 
glutathione reductase in serum, plasma, 
or erythrocytes by such techniques as 
fluorescence and photometry. The 
results of this test are used in the 
diagnosis of liver disease, glutathione 
reductase deficiency, or riboflavin 
deficiency. The Hematology Device 
Classification Panel identified that 
device as the “glutathione, red cell." The 
Clinical Chemistry Device 
Classification Panel identified this 
device as “fluorescence, visual 
observation (qualitative ultraviolet) 
glutathione reductase." 

2. Recommended classification: The 
Hematology Device Classification Panel 
recommends that “glutathione, red cell,” 
be classified into Ciass II (performance 
standards) and that establishing a 


performance standard for this device be 
a medium priority. The Clinical 
Chemistry Device Classification Panel 
recommends that “fluorescence visual 
observation (qualitative ultraviolet) 
glutathione reductase” be classified into 
Class II and that establishing a 
performance standard for this device be 
a low priority. 

3. Summary of reasons for 
recommendation: The Panels 
recommend that glutathione reductase 
assays be classified into class II 
because there is a need for a 
performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. The Panels believe that 
general controls would not provide 
sufficient control over this 
characteristic. The Panels believe that a 
performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panels 
based their recommendations on the 
Panel members' clinical experience, 
which indicates that this assay is most 
useful in a differential diagnosis 
between riboflavin deficiency and 
congenital glutathione reductase 
deficiency. The Panel noted that a 
standard for red cell glutathione has 
been developed by the International 
Committee for Standardization in 
Hematology (Ref. 1). 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of liver 
disease, congenital glutathione 
reductase deficiency, or riboflavin 
deficiency. Inappropriate therapy based 
on inaccurate diagnostic data may place 
the patient at risk. 

Proposed Classification 

FDA agrees with the Panels’ 
recommendation and Is proposing that 
glutathione reductase assays be 
classified into class II (performance 
standards). The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 


also believes that there is sufficient 
information to establish a performance 
standard for this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857. and may be 
seen by interested persons, from 9 a.m. 
to 4 p.m.. Monday through Friday. 

1. Beuller. E.. et a!.. “International 
Committee for Standardization in 
Haematology: Recommended Methods for 
Red-Cell Enzyme Analysis. 44 British Journal 
of Haematology. 35:331-340.1977. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7375 as follows: 

§ 864.7375 Glutathione reductase assay. 

(a) Identification. A glutathione 
reductase assay is a device used to 
determine the activity of the enzyme 
glutathione reductase in serum, plasma, 
or erythrocytes by such techniques as 
fluorescence and photometry. The 
results of this assay are used in the 
diagnosis of liver disease, glutathione 
reductase deficiency7 or riboflavin 
deficiency. 

(b) Classification . Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane. Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m.. Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-27068 Fitrd 9-10-79; *45 «m) 
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[21 CFR Part 864J 

[Docket No. 78N-1889J 

Medical Devices; Classification of 
Hemoglobin A, Assays 

AGENCY; Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying the hemoglobin A, assays 
into class II (performance standards). 
The FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments. FDA will issue a Final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20657. 

FOR FURTHER INFORMATION CONTACT: 
William C.Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
hemoglobin A* assays: 

1. Identification: A hemoglobin A, 
assay is a device used to determine the 
hemoglobin A* content of human blood. 
The measurement of hemoglobin A* is 
used in the diagnosis of the 
thalassemias (hereditary hemolytic 
anemias characterized by decreased 
synthesis of one or more types of 
hemoglobin polypeptide chain). 
Electrophoresis or column 
chromatography is used to make this 
measurement. 


2. Recommended Classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that hemoglobin A* assays 
be classified into class II because there 
is a need for a performance standards 
that prescribes for this device 
acceptable ranges of accuracy, 
precision, sensitivity, and specificity 
and thereby minimizes the possibility 
that the device may generate inaccurate 
diagnostic information. Reliance upon 
inaccurate diagnostic information could 
result in inappropriate therapy that 
places the patient at risk unncessarily. 
The Panel believes that general controls 
would not provide sufficient control 
over these characteristics. The Panel 
believes that a performance standard 
will provide a reasonable assurance of 
the safety and effectiveness of the 
device and that there is sufficient 
information to establish a standard to 
provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ clinical experience with this, 
assay and the medical literature. The 
Panel stated that the International 
Committee for Standardization in 
Haematology (ICSH) has recommended 
methods for hemoglobin A* quantitation 
and a hemoglobin A* reference 
preparation (Ref. 1 ). The ICSH 
recommendation concerns the pH and 
type of buffer, support media, electrical 
voltage applied, and duration of 
electrophoresis. The Panel also cited a 
1973 study which showed excessive 
interlaboratory variability in the 
quantitation of hemoglobin A* (Ref. 2). 
To solve this problem, the study 
recommended the adoption of a 
standard method for hemoglobin A 2 
quantitation. The Panel also considered 
evaluations of the available 
methodology for the estimation of 
hemoglobin A* and (Ref. J) for large 
scale screening for hemoglobin A* (Ref. 
4 ). 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
hemoglobin abnormality. Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk (b) 
Electrical shock: The user faces the risk 
of electrical shock from the 
electrophoretic chamber and power 
supply of the device. 


Proposed Classification 

FDA agress with the Panel's 
recommendation and is proposing that 
hemoglobin A* assays be classified into 
class II (performance standards). The 
agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(HFA-305), Food and Drug 
Administration Rm. 4-65. 5600 Fishers 
Lane, Rockville, MD 20857, and may be 
seen by interested persons, from 9 a.m. 
to 4 p.m.. Monday through Friday. 

1. International Committee for 
Standardization in Haematology. 
"Recommendations for Selected Methods for 
Quantitative Estimation of Hb A* and for I lb 
A, Reference Preparation." British journal of 
Haematology, 38:573,1978. 

2. White. J. M.. "Haemoglobin A* 
Estimation." in "Abnormal Haemoglobins 
and Thalassemia. Diagnostic Aspects.” 
Edited by R. M. Schmidt. Academic Press. 
Inc,. New York, pp. 19-24,1975. 

3. Shibata, S.. T. Miyaji and Y. Ohba. 
"Evaluation of Precision of Procedures for 
Estimation of Hb A* and Hb F in 
Hemolysates," in "Abnormal Haemoglobins 
and Thalassemia. Diagnostic Aspects." 

Edited by R. M. Schmidt. Academic Press. 
Inc. New York. pp. 25-32.1975. 

4. Huntsman, R. G.. and D. McLellan. ‘The 
Estimation of Foetal Hemoglobin and 
Hemoglobin A a : An Evaluation of Av ailable 
Technology Suitable for Large Scale 
Screening.” in "Abnormal Haemoglobins and 
Thalassemia. Diagnostic Aspects." Edited by 
R. M. Schmidt, Academic Press, Inc.. New 
York, pp. 247-265. 1975. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a). 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7400 as follows: 

§ 864.7400 Hemoglobin A a assay. 

(a) Identification: A hemoglobin A 2 
assay is a device used to determine the 
hemoglobin A, content of human blood. 
The measurement of hemoglobin A 2 is 
used in the diagnosis of the 
thalassemias (hereditary hemolytic 
anemias characterized by decreased 
synthesis of one or more types of 
hemoglobin polypetide chain). 
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Electrophoresis or column 
chromatography is used to make this 
measurement. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979. submit to.the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc 79-27868 FUed 9-10-79: 8:45 ami 

BILLING COOE 4110-03-M 


(21 CFR Part 8641 

(Docket No. 78N-1890) 

Medical Devices; Classification of 
Abnormal Hemoglobin Assays 

agency: Food and Drug Adminstration. 
action: Proposed rule._ 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying abnormal hemoglobin assays 
into class II (performance standards). 
The FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
oates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 


Drug Adminstration. Department of 
Health. Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
abnormal hemoglobin assays: 

1. Identification: An abnormal 
hemoglobin assay is a device consisting 
of the reagents, apparatus, 
instrumentation, and controls necessary 
to isolate and identify abnormal 
genetically determined hemoglobin 
types. The Panel identified this generic 
type of device as “hemoglobin, 
abnormal, quantitation" and “abnormal 
hemoglobin control." 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that abnormal hemoglobin 
assays be classified into class II 
because there is a need for a 
performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. The Panel noted that a 
quality control material is one of the 
most critical products in the hematology 
laboratory. The laboratory relies upon 
this material to determine whether its 
instrumentation is functioning properly. 
The development of a performance 
standard for the abnormal hemoglobin 
control is essential to the improvement 
of quality control in hemoglobinometry 
(the measurement of the hemoglobin in 
the blood). The allowed variation in the 
control’s stated value must not be so 
wide as to make that value meaningless. 
The control’s labeling should be 
required to list those instruments for 
which the product will give valid results. 
The abnormal hemoglobin control 
should never be used for calibration 
purposes. The Panel believes that 
general controls would not provide 
sufficient control over these 
characteristics. The Panel believes that 


a performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is bas£d: The Panel 
based its recommendation upon the 
Panel members’ clinical experience with 
this device and upon evaluations of 
current screening methods, including 
electrophoresis, heat stability, 
isopropanol, and staining (Refs. 1 and 2). 
The Panel stated that recommended 
methods for the identification of 
abnormal hemoglobins and an abnormal 
hemoglobin reference preparation have 
been developed by the International 
Committee for Standardization in 
Haematology (ICSH) (Refs. 3 and 4). The 
ICSH recommendation addresses pH. 
electrolyte, support media, electrical 
voltage applied, and duration of 
electrophoresis. 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
hemoglobin abnormality. Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk, (b) 
Electrical shock: The user faces the risk 
of electrical shock from the 
elctrophoretic chamber and power 
supply of the device. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
abnormal hemoglobin assays be 
classified into class II (performance 
standards). The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performnce standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard for 
this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. Schneider, R. G. and R. M. Schmidt, 
“Electrophoretic Screening for Abnormal 
Hemoglobins/' in “Abnormal Haemoglobins 
and Thalassemia. Diagnostic Aspects." 
Edited by R. M. Schmidt, Academic Press. 
Inc., New York. pp. 33-63,1975. 

2. Kleihauer. E. and E. Kohne. “Application 
of the Acid Elution Technique for the 
Detection of Inclusion Bodies." in “Abnormal 
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Haemoglobins and Thalassemia. Diagnostic 
Aspects,” Edited by R. M. Schmidt. Academic 
Press, Inc., New York. pp. 149-159,1975. 

3. International Committee for 
Standardization in Haematology. 
Recommendations of a System for Identifying 
Abnormal Hemoglobins.” Blood, 52(5): 1065- 
1067,1978. 

4. International Committee for 
Standardization in Haematology, 
“Recommendations for Abnormal 
Haemoglobin Standard,” British Journal of 
Haematology . 35:161.1977. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7415 as follows: 

§ 864.7415 Abnormal hemoglobin assay. 

(a) Identification. An abnormal 
hemoglobin assay is a device consisting 
of the reagents, apparatus, 
instrumentation, and controls necessary 
to isolate and identify abnormal 
genetically determined hemoglobin 
types. 

(b) Classification. Class II 
(performance standards). 

Interested persons may. on or before 
November 13,1979 submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

IKR Doc. 79-27870 Filed 9-10-79; 8 45 am) 

BILLING CODE 4110-03-M 


[21 CFR Part 8641 
(Docket No. 78N-1891] 

Medical Devices; Classification of 
Carboxyhemoglobin Assays 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying carboxyhemoglobin assays 
into class II (performance standards). 


The FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane. Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
carboxyhemoglobin assays: 

1. Identification: A 

carboxyhemoglobin assay is a device 
used to determine the 
carboxyhemoglobin (the compound 
formed when hemoglobin is exposed to 
carbon monoxide) content of human 
blood as an aid in the diagnosis of 
carbon monoxide poisoning. This 
measurement may be made using 
methods such as spectroscopy, 
colorimetry, spectrophotometry, and 
gasometry. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that Carboxyhemoglobin 
assays be classified into class II 
because there is a need for a 
performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity and thereby minimizes the 
possibility that the device may generate 


inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. The Panel believes that 
general controls would not provide 
sufficient control over these 
characteristics. The Panel believes that 
a performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its.recommendation on the Panel 
members’ clinical experience with 
carboxyhemoglobin and the medical 
literature. Van Assendelft discusses the 
absorption spectrum of 
carboxyhemoglobin and 
spectrophotometric methods for the 
determination of carbon monoxide 
saturation in suspected carbon 
monoxide poisoning (Ref. 7). 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of 
carbon monoxide poisoning. 
Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk, (b) Electrical shock: If 
the spectrophotometer malfunctions, the 
user faces the risk of electrical shock. 

Proposed Classification 

FDA agrees with the Panel's 
recommendation and is proposing that 
carboxyhemoglobin assays be classified 
into class II (performance standards). 
The agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

Reference 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. Van Assendelft, O. W., 
“Spectrophotometry of Hemoglobin 
Derivatives." Charles C. Thomas Co., 
Springfield. Ill., pp. 59-61, 125-128, 1970. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
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delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is^proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7425 as follows: 

§ 864.7425 Cartooxyhemogfobin assay. 

(a) Identification: A 
carboxyhemoglobin assay is a device 
used to determine the 
carboxyhemoglobin (the compound 
formed when hemoglobin is exposed to 
carbon monoxide) content of human 
blood as an aid in the diagnosis of 
carbon monoxide poisoning. This 
measurement may be made using 
methods such as spectroscopy, 
colorimetry, spectrophotometry, and 
gasometry. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13,1979 submit to the 
I (earing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20857. 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m.. Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FK Doc- 79-27971 Filed B-10-7& 8 45 »m| 

BILLING CODE 4110-03-M 


121 CFR Part 864] 

(Docket No. 78N-1892I 

Medical Devices; Classification of 
Electrophoretic Hemoglobin Analysis 
Systems 

agency: Food and Drug Administration. 
action: Proposed rule. __ 

summary: The Food and Drug 
Administration (FDAJ is issuing for 
public comment a proposed regulation 
classifying electrophoretic hemoglobin 
analysis systems into class II 
(performance standards). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel and the device be classified into 
class 11. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 


will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its~publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Fflod and 
Drug Administration, Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
electrophoretic hemoglobin analysis 
systems: 

' 1. Identification: An electrophoretic 
hemoglobin analysis system is a device 
that electrophoretically separates and 
identifies normal and abormal 
hemoglobin*types as an aid in the 
diagnosis of anemia or erythrocytosis 
(increased total red cell mass) due to a 
hemoglobin abnormality. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that electrophoretic 
hemoglobin analysis systems be 
classified into class II because there is a 
need for a performance standard that 
prescribes for this device acceptable 
ranges of accuracy, precision, 
sensitivity, and specificity and thereby 
minimizes that possibility that the 
device may generate inaccurate 
diagnostic information. Reliance upon 
inaccurate diagnostic information could 
result in inappropriate therapy that 
places the patient at risk unnecessarily. 
The Panel believes that general controls 
would not provide sufficient control 
over these characteristics. The Panel 
believes that a performance standard 
will provide a reasonable assurance of 
the safety and effectiveness of the 
device and that there is sufficient 


information to establish a standard to 
provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members* clinical experience with 
electrophoretic methods for hemoglobin 
analysis and the medical literature. The 
Panel stated that voluntary standards 
currently exist. The International 
Committee for Standardization in 
Hematology (ICSH) has recommended a 
system for the identification of 
abnormal hemoglobins by 
electrophoretic procedures (Ref. 7). The 
ICSH system specifies pH. electrolyte, 
support media, voltage applied, and the 
duration of electrophoresis. The ICSH 
has also developed a reference 
preparation of abnormal hemoglobins 
suitable for the standardization of 
electrophoresis (Ref. 2). The Center for 
Disease Control (CDC) has published 
methods for hemoglobin electrophoresis 
(Ref. 5). The National Committee for 
Clinical Laboratory' Standards (NCCLS) 
has drafted a proposed standard for 
hemoglobin electrophoresis (Ref. 4). The 
Panel also relied upon evaluations of 
electrophoretic methods for abnormal 
hemoglobin screening (Refs. 5 and 0). 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
hemoglobin abnormality. Inappropriate 
therapy based on inaccurate (fiagnositc 
data may place the patient at risk, (b) 
Electrical shock: The user faces the risk 
of electrical shock from the 
electrophoretic chamber and power 
supply of the device. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
electrophoretic hemoglobin analysis 
systems be classified into class II 
(performance standards). The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
there is sufficient information to 
establish a performance standard for 
this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. International Committee for 
Standardization in Hematology. 
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“Recommendations of a System for 
Identifying Abnormal Hemoglobins,*’ Blood, 
52(5): 1065-1067,1978. 

2. International Committee for 
Standardization in Hematology. 
“Recommendations for Abnormal 
Hemoglobin Standard,” British Journal of 
Haematology, 37:161,1977. 

3. Schmidt, R. M. and E. M. Brosious, “Basic 
Laboratory Methods of Hemoglobinopathy 
Detection,” DIIEW Publication No. (CDC) 76- 
8266, pp. 32-37,1976. 

4. Schmidt. R. M. Report to the Board of 
Directors of the NCCLS, June 1978. 

5. Schneider, R. G. and R. M. Schmidt. 
"Electrophoretic Screening for Abnormal 
Hemoglobins,” in “Abnormal Haemoglobins 
and Thalassemia, Diagnostic Aspects.” 

Edited by R. M. Schmidt. Academic Press. 

Inc., New York, pp. 35-63,1975. 

6. Huntsman. R. G. and D. McLellan, “The 
Estimation of Foetal Haemoglobin and 
Haemoglobin A a : An Evaluation of Available 
Technology Suitable for Large Scale 
Screening.” in "Abnormal Haemoglobins and 
Thalassemia. Diagnostic Aspects." Edited by 
R. M. Schmidt. Academic Press, Inc., New 
York, pp. 247-265. 1975. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated (21 CFR 5.1), the 
Commissioner of Food and Drugs 
proposes to amend Part 864 in Subpart 
H by adding new § 864.7440 as follows: 

§ 864.7440 Electrophoretic hemoglobin 
analysis system. 

(a) Identification: An electrophoretic 
hemoglobin analysis system is a device 
that electrophoretically separates and 
identifies abnormal and normal 
hemoglobin types as an aid in the 
diagnosis of anemia or erythrocytosis 
(increased total red cell mass) due to a 
hemoglobin abnormality. 

(b) Classification: Class II 
(performance standards). 

Interested persons may, on or before 
November 13,1979 submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 


Dated: August 17,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FF Doc. 79-27072 Filed 9-10-79; 8:45 am] 

BILLING CODE 4110-03-M 


[21 CFR Part 8641 
[Docket No. 78N-1893) 

Medical Devices; Classification of Fetal 
Hemoglobin Assays 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying fetal hemoglobin assays into 
class II (performance standards). The 
FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring. MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of fetal 
hemoglobin assays: 

1. Identification: A fetal hemoglobin 
assay is a device that is used to 
determine the presence and distribution 
of fetal hemoglobin (hemoglobin F) in 
red cells or to measure the amount of 


fetal hemoglobin present. The assay 
may be used to detect fetal red cells in 
the maternal circulation or to detect 
elevated levels of fetal hemoglobin in 
hemoglobin abnormalities such as 
thalassemia (a hereditary hemolytic 
anemia characterized by decreased 
synthesis of one or more types of 
hemoglobin polypeptide chain). The 
hemoglobin determination may be made 
by means of such methodologies as 
electrophoresis, alkali denaturation. 
column chromatography, and radial 
immunodiffusion. The Panel identified 
this generic device as “fetal hemoglobin 
stains” and “hemoglobin F 
quantitation.” 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that fetal hemoglobin 
assays be classified into class II 
because there is a need for a 
performance standard that prescribed 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places that patient at risk 
unnecessarily. The Panel believes that 
general controls would not provide 
sufficient control over these 
characteristics. The Panel believes that 

a performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and thal 
there is sufficient information to 
establish a standard to provide such 
assurance. The Panel recommends that 
the labeling include specific directions 
for the use of positive and negative 
controls and for the calculation of the 
percent of the fetal cells in the mother’s 
blood. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ clinical experience with fetal 
hemoglobin determinations and on the 
medical literature. The Panel stated that 
voluntary standards for fetal 
hemoglobin currently exist. The 
International Committee for 
Standardization in Hematology (ICSH) 
has recommended a system for the 
identification of abnormal hemoglobins, 
including fetal hemoglobin (Ref. 7). A 
reference preparation of abnormal 
hemoglobins prepared by the ICSH 
includes fetal hemoglobin (Ref. 2). The 
Center for Disease Control (CDC) has 










53018 


Federal Register / Vol. 44, No. 177 / Tuesday, September ll t 1979 / Proposed Rules 


published methods for the detection of 
fetal hemoglobin (Ref. 3). The National 
Committee for Clinical Laboratory 
Standards (NCCLS) has drafted a 
proposed standard for fetal hemoglobin 
(Ref. 4). In making its recommendation 
the Panel considered evaluations of the 
present technology for large scale 
screening for hemoglobin (Refs. 5 and 8\. 
These evaluations concerned both 
manual and automated techniques, 
including those of Betke, (Ref. 7), the 
alkali denaturation test, and column 
chromatography. 

5. Risks to health: (a) Failure to detect 
fetal Rh prositive cells in the mothers 
blood: An erroneous result may cause 
the failure to detect fetomaternal 
transfusions of Rh positive cells that 
have have sensitized or that will 
sensitize the mother. This could result in 
failure to protect an unborn fetus, (b) 
Misdiagnosis and inappropriate therapy: 
Failure of the device to perform 
satisfactorily may lead to an error in the 
diagnosis of a hemoglobin abnormality 
such as thalassemia. Inappropriate 
therapy based on inaccurate diagnostic, 
data may place the patient at risk, (cj 
Electrical shock: The user faces the risk 
of electrical shock from the 
electrophoretic chamber and power 
supply of the electrophoresis device. 

Proposed Classification 

FDA agrees wtih the Panel's 
recommendation and is proposing that 
fetal hemoglobin assays be classified 
into class 11 (performance standards^ 
The agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m.. 
Monday through Friday. 

t. International Committee for 
Standardization in Hematology, 

’ Recommendations of a System for 
Identifying Abnormal Hemoglobins/* Blood. 
52(5):1065-1067, 1978. 

2. International Committee far 
Standardization in Haematology,TCSII 
Recommendations for Abnormal 
Haemoglobin Standard,” British journal of 
Haematology. 35:161, 1977. 

3. Schmidt. R. M. and E. M. Brosious, “Basic 
Laboratory Methods of Hemoglobinopathy 


Detection.* 4 DHF.W Publication No. (CDC) 76- 
8266. pp. 46-51.1976. 

4 Schmidt. R. M.. Report to the Board of 
Directors of the NCCLS, June 1978. 

5. Shibata. S.. T. Miyaji, and Y. Ohba. 
•‘Evaluation of Precision of Procedures foe 
Estimation of HbA* and HbF in 
Hemolysates.** in "Abnormal Haemoglobins 
and Thalassemia. Diagnostic Aspects," 

Edited by R. M. Schmidt, Academic Press. 

Inc... New York. pp. 25-32,1975. 

6. Huntsman. R. G. and D. McLellan. ‘The 
Estimation of Foetal Haemoglobin and 
Haemoglobin A,: An Evaluation of Available 
Technology Suitable for Large Scale 
Screening." in **Abommal Haemoglobins and 
Thalassemia. Diagnostic Aspects." Edited by 
R. M. Schmidt, Academic Press, Inc., New 
York. pp. 247-285.1975. 

7. Kleihauer. E., H. Braun, and K. Betke, 
“DemonsIrution von Fetalem Haemoglobin in 
Den Erythrocyten Eines Blutausstrichs/* 
Klinische Wochenschrift, 35(12):B37,1967. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513. 

701(a). 52 Stat 1055. 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Pari 864 be amended in Subpart H 
by adding new § 864.7455 as follows: 

§ 864.7455 Fetal hemoglobin assay. 

(a) Identification: A hemoglobin assay 
is a device that is used to determine the 
presence and distribution of fetal 
hemoglobin (hemoglobin F) in red cells 
or to measure the amount of fetal 
hemoglobin present. The assay may be 
used to detect fetal red cells on the 
maternal circulation or to detect 
elevated levels or fetal hemoglobin in 
hemoglobin abnormalities such as 
thalassemia (a hereditary hemolytic 
anemia characterized by a decreased 
synthesis of one of more types of 
hemoglobin polypeptide chain). The 
hemoglobin determination may be made 
by means of methodologies such as 
electrophoresis, alkali denaturation, 
column chromatography, and fadial 
immunodiffusion. 

(b) Classification. Class II 
(perfonnance standards). 

Interested persons may. on or before 
November 13.1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 
proposuL Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m.. Monday 
through Friday. 


Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs . 

[FF Doc. 79-27073 Filed 9-10-79. &4S wnj 

BILLING CODE 4lUWKMi 


121 CFR Part 8641 
I Docket No. 78N-18951 

Medical Devices; Classification of 
Sulfhemoglobin Assays 

agency: Food and Drug Administration. 
action: Propo sed rule. __ 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying sulfhemoglobin assays into 
class II (performance standards). The 
FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class'll. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
oates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health. Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
sulfhemoglobin assays: 

1. Identification: A sulfhemoglobin 
assay is a device consisting of the 
reagents, calibrators, controls, and 
instrumentation used to determine the 
sulfhemoglobin (a compound of sulfur 
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and hemoglobin) content of human 
blood as an aid in the diagnosis of 
sulfhemoglobinemia (presence of 
sulfhemoglobin in the blood due to drug 
administration or exposure to a poison). 
This measurement may be made using 
methods such as spectroscopy, 
colorimetry, spectrophotometry, and 
gasometry, 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that sulfhemoglobin assays 
be classified into class II because there 
is a need for a performance standard 
that prescribes for this device 
acceptable ranges of accuracy, 
precision, sensitivity, and specificity 
and thereby minimizes the possibility 
that the device may generate inaccurate 
diagnostic information. Reliance upon 
inaccurate diagnostic information could 
result in inappropriate therapy that 
places the patient at risk unnecessarily. 
The Panel believes that general controls 
would not provide sufficient control 
over these characteristics. The Panel 
believes that a performance standard 
will provide a reasonable assurance of 
the safety and effectiveness of the 
device and that there is sufficient 
information to establish a standard to 
provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members* clinical experience with 
sulfhemoglobin and the medical 
literature. Van Asscndelft discussed the 
spectral properties of sulfhemoglobin 
and methods for the determination and 
estimation of sulfhemoglobin saturation 
in detecting sulfhemoglobinemia (Ref. 1). 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of 
sulfhemoglobinemia. Inappropriate 
therepy based on inaccurate diagnostic 
data may place the patient at risiL 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
sulfhemoglobin assays be classified into 
class II (performance standards). The 
agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by this device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 


information to establish a standard for 
this device. 

Reference 

The following information has been- 
placed in the office of the Hearing Clerk 
(HFA-305) (address above) and may be 
seen by interested persons, from 9 a.m. 
to 4 p.m., Monday through Friday. 

1. Van Assendelft. O. W., 
"Spectrophotometry of Haemoglobin 
Derivatives." Charles C. Thomas Co.. 
Springfield, 111., pp. 74-85. 129-130. 197a 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7490 as follows: 

864.7490 Sulfhemoglobin assay. 

(a) Identification. A sulfhemoglobin 
assay is a device consisting of the 
reagents, calibrators, controls, and 
instrumentation used to determine the 
sulfhemoglobin (a compound of sulfur 
and hemoglobin) content of human 
blood as an aid in the diagnosis of 
sulfhemoglobinemia (presence of 
sulfhemoglobin in the blood due to drug 
administration or exposure to a poison). 
This measurement may be made using 
methods such as spectroscopy, 
colorimetry, spectrophotometry, and 
gasometry. 

(b) Classification. Gass II 
(performance standards). 

Interested persons may, on or before 
November 13,1979 submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory/ Affairs. 

|FR Doc 79-27074 Filed 9-10-79; MS am] 

BILLING CODE 4110-03-M 


(21 CFR Part 864] 

(Docket No. 78N-18961 

Medical Devices; Classification of 
Whole Blood Hemoglobin Assays 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying whole blood hemoglobin 
assays into class II (performance 
standards). The FDA is also publishing 
the recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
• to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. The 
actions are being taken under the 
Medical Device Amendments of 1976. 
OATES: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration, Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910. 
301—427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
whole blood hemoglobin assays: 

1. Identification: A whole blood 
hemoglobin assay is a device consisting 
of reagents, calibrators, controls, and 
photometric or spectrophotometric 
instrumentation used to measure the 
hemoglobin content of whole blood for 
the detection of anemia. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a high priority. 
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3. Summary of reasons for 
recommendation: The Panel 
recommends that whole blood 
hemoglobin assays be classified into 
class U because there is a need for a 
performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity, and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. The Panel believes that 
general controls would not provide 
sufficient control over these 
characteristics. The Panel believes that 
a performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members* clinical experience with 
hemoglobin assays. The Panel stated 
that the International Committee for 
Standardization in Hemotology (IC9IT) 
has recommended a cyanmethemoglobin 
method and a cyanmethemoglobin 
reference standard (Ref. 7). The method 
and reference standard have been 
accepted by the College of American 
Pathologists, the American Society of 
Hematology, and the National 
Committee for Clinical Laboratory 
Standards. In making its 
recommendation, the Panel also relied 
upon the medical literature concerning 
hemoglobinometry. Van Assendelft 
discusses the standardization of 
hemoglobinometry and photometric 
errors (Ref. 2). Van Assendelft, Zijlstra, 
and van Kampen discuss the sources of 
error in the cyanmethemoglobin method, 
including improper Technique in 
obtaining and diluting the blood sample, 
storage of reagents in improper 
containers, accidental freezing of 
reagents and improper preparation of 
reagents (Ref. 3). In addition, the 
hemoglobin determination may be in 
error if the measuring instrument is not 
calibrated and checked with a 
cyanmethemoglobin reference solution 
(Ref. 3). 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
hemoglobin disorder. Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk. These 
data may be the basis for a decision to 
initiate or stop treatment, including 


blood transfusion, (b) Potassium cyanide 
hazard: The potassium cyanide present 
in some hemoglobin reagents constitutes 
a hazard to the user, (c) Electrical shock: 
The user faces the risk of electrical 
shock from a malfunction of the 
photometer or spectrophotometer 
employed to measure the hemoglobin 
content of the blood. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
whole blood hemoglobin assays be 
classified into class II (performance 
standards). The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. “International Committee for 
Standardization in Haematology. 
Recommendations for Haemoglobinometry in 
Human Blood” British Journal of 
Haematology. 13 (Supplement): 71.1967. 

2. Van Assendelft. O. W. 
“Spectrophotometry of Haemoglobin 
Derivatives,” Charles C. Thomas Co.. 
Springfield. IL pp. 35-38, 88-118,1970. 

3. Van Assendelft O. W„ W. G. Zijlstra, 
and E. J. van Kampen, “Haemoglobinometry: 
Challenges and Pitfalls.” Proceedings 
Koninklijke. Nederlandse Akademia van 
Wetenschappen. 73:104-112,1970. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 StaL 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new 5 864.7500 as follows: 

§ 864.7500 Whole Mood hemoglobin 
assay. 

(a) Identification: A whole blood 
hemoglobin assay is a device consisting 
of reagents, calibrators, controls, and 
photometric or spectrophotometric 
instrumentation used to measure the 
hemoglobin content of whole blood for 
the detection of anemia. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979, submit to the 
Hearing Clerk (HFA-305), Food and 


Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated. August 17, 1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FK Doc. 79-27675 Filed 9-10-7% 6*5 <imj 

BILLING CODE 4110-03-41 


121 CFR Part 8641 

(Docket No. 78N-18971 

Medical Devices; Classification of 
Heparin Assays 

agency: Food and Drug Administration. 
action: Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying heparin assays into class II 
(performance standards). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class I! Is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments. FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 

dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 

address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 
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SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
heparin assays: 

1. Identification: A heparin assay is a 
device used to determine the level of the 
anticoagulant heparin in the patient's 
circulation. These assays are 
quantitative clotting time procedures 
utilizing the effect of heparin on 
activated coagulation factor X (Stuart 
factor) or procedures based on the 
neutralization of heparin by protamine 
sulfate (a protein that neutralizes 
heparin). The Panel identified this 
generic type of device as “heparin 
assays, clotting time,” “the heparin 
neutralization test” and “protamine 
sulfate.” 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that heparin assays be 
classified into class II because there is a 
need for a performance standard that 
prescribes for this device acceptable 
ranges of accuracy, precision, 
sensitivity, and specificity and thereby 
minimizes the possibility that the device 
may generate inaccurate diagnostic 
information. Reliance upon inaccurate 
diagnostic information could result in 
inappropriate therapy that places the 
patient at risk unnecessarily. The Panel 
believes that general controls would not 
provide sufficient control over these 
characteristics. The Panel believes that 
a performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ clinical experience with 
heparin assays and upon a description 
of the use of a heparin assay to 
determine the dosage of protamine 
sulfate required to neutralize the 
heparin in the patient’s circulation (Ref. 
J). 

5. Risks to health: Hemorrhage or 
thromboembolism: If this device 
incorrectly reports the level of heparin 
in the patient’s blood, hemorrhage or 
thrombosis may result because of 


administration of an inappropriate 
amount of protamine. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
heparin assays be classified into class II 
(performance standards). The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
there is sufficient information to 
establish a performance standard for 
this device. 

Reference 

The following information has been 
placed in the office of the Hearing Clerk 
(HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane. Rockville. MD 20857, and may be 
seen by interested persons, from 9 a.m. 
to 4 p.m., Monday through Friday. 

1. Hardisty. R. M.. and G. I. C. Ingram. 
“Bleeding Disorders.” R. A. Davis Co.. 
Philadelphia. PA, pp. 152-15& 320--322.1961 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7525 as follows: 

§864.7525 Heparin assay. 

(a) Identification. A heparin assay is a 
device used to determine the level of the 
anticoagulant heparin in the patient’s 
circulation. These assays are 
quantitative clotting time procedures 
utilizing the effect of heparin on 
activated coagulation factor X (Stuart 
factor) or procedures based on the 
neutralization of heparin by protamine 
sulfate (a protein that neutralizes 
heparin). 

(b) Classification. Class LI 
(performance standards). Interested 
persons may, on or before November 13, 
1979 submit to the Hearing Clerk (HFA- 
305), Food and Drug Administration. Rm. 
4-65. 5600 Fishers Lane. Rockville, MD 
20857, written comments regarding this 
proposaL Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 


hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc 79-27B76 Filed 9-10-75* 8:45 am] 

BILLING CODE 4110-03-M 


121 CFR Part 864J 
I Docket No. 78N-1898J 

Medical Devices; Classification of 
Leukocyte Alkaline Phosphatase Tests 

agency: Food and Drug Administration. 
action: Proposed rule. 

Summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying leukocyte alkaline 
phosphatase tests into class 1 (general 
controls). The FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class 1. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication m the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane. Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (1LFK-440). Food and 
Drug Administration, Department of 
Health. Education, and Welfare, 8757 
Georgia Ave.. Silver Spring, MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
leukocyte alkaline phosphatase tests: 

1. Identification: A leukocyte alkaline 
phosphatase test is a device used to 
identify the enzyme leukocyte alkaline 
phosphatase in neutrophilic 
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granulocytes (granular leukocytes 
stainable by neutral dyes). The 
cytochemical identification of alkaline 
phosphatase depends on the formation 
of blue granules in cells containing 
alkaline phosphatase. The results of this 
test are used to differentiate chronic 
granulocytic leukemia (a malignant 
disease characterized by excessive 
overgrowth of granulocytes in the bone 
marrow) and reactions that resemble 
true leukemia, such as those occurring in 
severe infections and polycythemia 
(increased total red ceil mass). 

2. Recommended classification: Class 
1 (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that leukocyte alkaline 
phosphatase tests be classified into 
class I (general controls) because the 
Panel believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members' clinical experience with these 
tests. The Panel believes that is is an 
accepted fact that stains are mixtures of 
compounds which are hard to 
standardize and often vary greatly from 
one lot to the next. It has been the Panel 
members' experience that 10 to 25 
percent of stain lots are unusable. 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in diagnosis. 
Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk unnecessarily. Poor 
staining characteristics may lead to any 
of the following: (a) Failure to detect 
leukocyte alkaline phosphatase in 
various leukemoid states (conditions 
resembling true leukemia): (b) Inability 
to differentiate leukemoid-reactive cells; 
(c) Improper classification of a leukemia 
process; and (d) Inability to classify an 
anemia, polycythemia, or infection. 

Proposed Classification 

FDA agrees with the Panel's 
recommendation and is proposing that 
leukocyte alkaline phosphatase tests be 
classified into class I (general controls), 
with no exemptions. The agency 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
believes that users can avoid poor 
staining characteristics by paying close 
attention to fixing, staining, rinsing, and 
drying the slides, and by staining control 


slides to assure that the stain is working 
properly. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7660 as follows: 

§ 864.7660 Leukocyte alkaline 
phosphatase test 

(a) Identification: A leukocyte 
alkaline phosphatase test is a device 
used to identify the enzyme leukocyte 
alkaline phosphatase in neutrophilic 
granulocytes (granular leukocytes 
stainable by neutral dyes). The 
cytochemical identification of alkaline 
phosphatase depends on the formation 
of blue granules in cells containing 
alkaline phosphatase. The results of this 
test are used to differentiate chronic 
granulocytic leukemia (a malignant 
disease characterized by excessive 
overgrowth of granuloctyes in the bone 
marrow) and reactions that resemble 
true leukemia, such as those occurring in 
severe infections and polycythemia 
(increased total red cell mass). 

(b) Classification . Class I (general 
controls). 

Interested persons may, on or before 
November 13,1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.ra., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc. 79-27677 Filed 9-10-79, 8 45 am) 

BILLING CODE 4110-03-M 


121 CFR Part 8641 
[Docket No. 78N-1899) 

Medical Devices; Classification of 
Leukocyte Peroxidase Tests 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 


classifying leukocyte peroxidase^ests 
into class J (general controls). The FDA 
is also publishing the recommendation 
of the Hematology Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

dates: Comments by November 13. 

1979. It is proposed^hat the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
ADDRESS: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health, Education, and Welfare. 8757 
Georgia Ave.. Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
leukocyte peroxidase tests: 

1. Identification: A leukocyte 
peroxidase test is a device used to 
distinguish certain myeloid cells (cells 
derived from the bone marrow i.e., 
neutrophils, eosinophils, and 
monocytes) from lymphoid cells (cells of 
the lymphatic system) and erythroid 
cells (cells in the red blood cell series) 
on the basis of their peroxidase activity 
as evidenced by staining. The results of 
this test are used in the differential 
diagnosis of the leukemias. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that leukocyte peroxidase 
tests be classified into class I because 
the Panel believes that general controls 
are sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel 
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based its recommendation on the Panel 
members' clinical experience with this 
test. The Panel believes that it is an 
accepted fact that stains are mixtures of 
compounds which are hard to 
standardize and often vary greatly from 
one lot to the next. It has been the Panel 
members' experience that 10 to 25 
percent of stain lots are unusable. 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of this 
device to perform satisfactorily may 
lead to an error in diagnosis. 
Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk. Poor staining 
characteristics may lead to any of the 
following: (a) Failure to detect 
peroxidase-positive cells of the 
granulocytic series; (b) Failure to detect 
peroxidase-negative cell types; and (c) 
Improper classification of a leukemic 
process. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
leukocyte peroxidase tests be classified 
into class 1 (general controls), with no 
exemptions. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
believes that users can avoid poor 
staining characteristics by paying close 
attention to staining, rinsing, and drying 
the slides and by staining control slides 
to assure that the stain is working 
properly. 

Therefore under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Dnigs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7675 as follows: 

§ 864.7675 Leukocyte peroxidase test. 

(a) Identification. A leukocyte 
peroxidase test is a device used to 
distinguish certain myeloid cells (cells 
derived from the bone marrow, i.e., 
neutrophils, eosinophils, and 
monocytes) from lymphoid cells (cells of 
the lymphatic system) and erythroid 
cells (cells in the red blood cell series) 
on the basis of their peroxidase activity 
as evidenced by staining. The results of 
this test are used in the differential 
diagnosis of the leukemias. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13.1979 submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 


proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

VViliiam F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

(FR Doc. 79-27678 Filed 9-10-78: 8:45 am| 

BILUNG CODE 4110-03-M 


[21 CFR Part 864] 

[Docket No. 78N-1900] 

Medical Devices; Classification of 
Prothrombin Consumption Tests 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying prothrombin consumption 
tests into class II (performance 
standards). The FDA is also publishing 
the recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT. 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health. Education, and Welfare, 8757 
Georgia Ave.. Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 


The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
prothrombin consumption tests: 

1. Identification: A prothrombin 
consumption test is a device that 
measures the patient’s capacity to 
generate thromboplastin in the 
coagulation process. The test also is an 
indirect indicator of qualitative or 
quantitative platelet abnormalities. It is 
a screening test for thrombocytopenia 
(decreased number of blood platelets) 
and hemophilia A and B. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a medium priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that prothrombin 
consumption tests be classified into 
class II because there is a need for a 
performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. An abnormal result for 
the prothrombin consumption test 
indicates a platelet dysfunction, a lack 
of plasma thromboplastin precursor 
activity, which causes reduced plasma 
thromboplastin activity, or both. The 
Panel believes that general controls 
would not provide sufficient control 
over this characteristic. The Panel 
believes that a performance standard 
will provide a reasonable assurance of 
the safety and effectiveness of the 
device and that there is sufficient 
information to establish a standard to 
provide such assurance. 

4. Risks to Health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
coagulation defect or platelet 
abnormality. Inappropriate therapy 
based on inaccurate diagnostic data 
may place the patient at risk. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
prothrombin consumption tests be 
classified into class II (performance 
standards). The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
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reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

Therefore, under the Federal Food 
Drug, and Cosmetic Act (secs. 513. 
701(a). 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1). it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7720 as follows: 

§ 864.7720 Prothrombin consumption test. 

(a) Identification. A prothrombin 
consumption test is a device that 
measures the patient’s capacity to 
generate thromboplastin in the 
coagulation process. The test also is an 
indirect indicator of qualitative or 
quantitative platelet abnormalities. It is 
a screening test for thrombocytopenia 
(decreased number of blood platelets) 
and hemophilia A and D. 

(b) Classification. Class II 
(performance standards). 

Interested persons may. on or before 
November 13.1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane, Rockville, MD 20857. 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

|FR Doc. 7»-2?B79 Piled 9-10-73; 8:45 amj 

BILLING COOE 4110-03-M 


|21 CFR Part 864] 

(Docket No. 78N-1901] 

Medical Devices; Classification of 
Prothrombin-Proconvertin Tests and 
the Thrombotests 

agency: Food and Drug Administration. * 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying prothrombin-proconvertin 
tests and the thrombotests into class II 
(performance standards). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 


Panel that the device be classified into 
class II, The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments. FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane. Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the * 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
prothrombin-proconvertin tests and 
thrombotests: 

1. Identification: The prothrombin- 
proconvertin test and thrombotest are 
devices used In the regulation of 
coumarin therapy (administration of a 
coumarin anti-coagulant such as sodium 
warfarin in the treatment of venous 
thrombosis and pulmonary embolism) 
and as a diagnostic test in conjunction 
with, or in place of. the Quick 
prothrombin time test to detect 
coagulation disorders. 

2. Recommended classification: Class 
11 (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that prothrombin- 
proconvertin tests and the thrombotests 
be classified into class II because there 
is a need for a performance standard 
that prescribes for this device 
acceptable ranges of accuracy, 
precision, sensitivity, and specificity, 
and thereby minimizes the possibility 
that the device may generate inaccurate 
diagnostic information. Reliance upon 


inaccurate diagnostic information could 
result in inappropriate therapy that 
places the patient at risk unneessarily. 
The Panel believes that general controls 
would not provide sufficient control 
over these characteristics. The Panel 
believes that a performance standard 
will provide a reasonable assurance of 
the safety and effectiveness of the 
device and that there is sufficient 
information to establish a standard to 
provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ clinical experience with 
these tests and the medical literature. 

An evaluation of the thrombotest 
indicates that it was developed to be 
sensitive to a deficiency in a patient's 
blood of the coagulation factor X (Stuart 
factor) and that, in this respect, the 
thrombotest is superior to the 
prothrombin-proconvertin test (Ref. 7). 
Although the thrombotest is not 
intended to diagnose hemophilia, it can 
indicate depressed levels of the 
coagulation factor IX (plasma 
thromboplastin component). A study by 
Rapa port and Ames (Ref. 2] revealed 
significant differences in the 
prothrombin time as measured by the 
prothrombin-proconvertin method and a 
modified Quick prothrombin method. 

5. Risks to health: (a) Hemorrhage or 
thrombosis in patients undergoing 
sodium warfarin therapy: If this device 
fails to perform satisfactorily, 
hemorrhage or thrombosis could result 
due to the administration of an 
inappropriate amount of the 
anticoagulant sodium warfarin, (b) 
Misdiagnosis and inappropriate therapy: 
Failure of the device to perform 
satisfactorily may lead to an error in the 
diagnosis of deficiencies of coagulation 
factors II (prothrombin). VII 
(proconvertin), or IX (plasma 
thromboplastin component). 
Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk. An undiagnosed 
coagulation factor deficiency may cause 
bleeding during surgery. 

Proposed Classification 

FDA agrees with the Panel's 
recommendation and is proposing that 
prothrombin-proconvertin tests and 
thrombotests be classified into class II 
(performance standards). The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
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there is sufficient information to 
establish a standard for this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. Owren, P. A., "Control of Anticoagulant 
Therapy, the Use of New Tests." Archives of 
Internal Medicine, 111:248-258. 1963. 

2. Rapaport, S. I., and S. B. Ames. "Relation 
Between Levels of Plasma Thromboplastin 
Component (PTC) and Prothrombin Times by 
the P and P and Quick Methods in Patients 
Receiving Warfarin. “New England Journal of 
Medicine, 267:125-130.1962. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7735 as follows: 

§ 864.7735 Prothrombin-proconvertin test 
and thrombotest 

(a) Identification. The prothrombin- 
proconvertin test and thrombotest are 
devices used in the regulation of 
coumarin therapy (administration of a 
coumarin anticoagulant such as sodium 
warfarin in the treatment of venous 
thrombosis and pulmonary embolism) 
and as a diagnostic test in conjunction 
with, or in place, of the Quick 
prothrombin time test to detect 
coagulation disorders. 

(b) Classification. Class II 
(performance standards). 

Interested persons may. on or before 
November 13,1979 submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Recieved comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17. 1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory A ffairs. 

|FR Doc. 79-27680 Filed 9-10-79; 945 «m| 

BILLING COOE4110-C3-M 


[21 CFR Part 8641 

[Docket No. 78N-1902) 

Medical Devices; Classification of 
Prothrombin Time Tests 

agency: Food and Drug Administration. 
action: Rule. 

SUMMARY: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying prothrombin time tests into 
class II (performance standards). The 
FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health. Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301—427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
prothrombin time tests: 

1. Identification: A prothrombin time 
test is a device used as a general 
screening procedure for the detection of 
possible clotting factor deficiencies in 
the extrinsic coagulation pathway, 
which involves the reaction between 
coagulation factors III and VII, and to 
monitor patients receiving coumarin 
therapy (the administration of one of the 
coumarin anticoagulants in the 
treatment of venous thrombosis or 
pulmonary embolism). 


2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that prothrombin time tests 
be classified into class II because there 
is a need for a performance standard 
that prescribes for this device 
acceptable ranges of accuracy, 
precision, sensitivity, and specificity 
and thereby minimizes the possibility 
that the device may generate inaccurate 
diagnostic information. Reliance upon 
inaccurate diagnostic information could 
result in inappropriate therapy that 
places the patient at risk unnecessarily. 
The prothrombin time test is often used 
for the presurgical screening of patients 
for potential bleeding problems. The 
panel believes that general controls 
would not provide sufficient control 
over these characteristics. The Panel 
believes that a performance standard 
will provide a reasonable assurance of 
the safety and effectiveness of the 
device and that there is sufficient 
information to establish a standard to 
provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ clinical experience with 
the prothrombin time test and the 
medical literature. The Center for 
Disease Control is working with the 
International Committee for 
Standardization in Hematology and the 
International Committee on Thrombosis 
and Haemostasis (ICTH) to standardize 
this test (Ref. J). The ICTH has made 
recommendations on the 
standardization of methods and 
materials used for control of oral 
anticoagulants to encourage a similarity 
in the intensity of anticoagulant 
treatment that is generally used so that 
optimal therapeutic anticoagulant levels 
are attained in individual patients. In 
addition, other organizations have 
developed methods for the 
standardization of the prothrombin time 
test (Refs. 2 and 3). 

5. Risks to health: (a) Hemorrhage or 
thrombosis: If this device incorrectly 
reports the prothrombin time, 
hemorrhage or thrombosis could result 
due to the administration of an 
inappropriate amount of an 
anticoagulant drug, (b) Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of 
bleeding defects. Inappropriate therapy 
based on inaccurate diagnostic data 
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may place the patient at risk. 

Hemorrhage during surgery could result. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing thal 
prothrombin time tests be classified into 
class II (performance standards). The 
agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard for 
this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m.. 
Monday through Friday. 

1. Ingram, G. 1. C.. and M. Hills. "Reference 
Method for the One-Stage Prothrombin Time 
Test on Human Blood. International 
Committee for Standardization in 
Hematology.” Thrombosis and Haemostasis 
(Stuttgart). 36:237. 197a 

2. Biggs. R., and K. W. E. Denson. Third 
Report on the Standardization of the One 
Stage Prothrombin Time for the Control of 
Anticoagulant Therapy.” Thrombosis et 
Diathesis Haemorrhagica. Suppl. 26:445-450 
1967. 

3. Zucker. S., et al., "Standardization of 
laboratory Tests for Controlling 
Anticoagulant Therapy." American Journal ol 
Clinical Pathology. 53:348-354.1970. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (9ecs. 513. 

701(a). 52 Stat.1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1). it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7750 as follows: 

§ 864.7750 Prothrombin time test. 

(a) Identification . A prothrombin time 
test is a device used as a general 
screening procedure for the detection of 
possible clotting factor deficiencies in 
the extrinsic coagulation pathway, 
which Involves the reaction between 
coagulation factors HI and VII. and to 
monitor patients receiving coumarin 
therapy (the administration of one of the 
coumarin anticoagulants in the 
treatment of venous thrombosis or 
pulmonary embolism). 

(b) Classification . Class U 
(performance standards). 

Interested persons may. on or before 
November 13,1979 submit to the hearing 
Clerk (HFA-305). Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 


Lane. Rockville. MD 20857. written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments, and 
shall be identified with the Hearing 
Clerk docket number found in brackets 
in the heading of this document. 
Received comments, may be seen in the 
above office between the hours of 9 a.m. 
and 4 p.m.. Monday through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

IKK D«: 79-27W1 RM 9-10-79: &«6 am| 

BILLING CODE 4110-03-41 


121 CFR Part 864) 

(Docket No. 78N-1903] 

Medical Devices; Classification of 
Sickle Cell Tests 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying sickle cell tests into class II 
(performance standards). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 

DATES: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
aodress: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, Fishers 
Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT. 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration. Department of 
Health. Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 


development of the proposed regulation. 
The Hematology' DeVice Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
sickle cell tests: 

1. Identification: A sickle cell test is a 
device used to determine the sickle cell 
hemoglobin content of human blood to 
detect sickle cell anemia (a hereditary 
hemolytic anemia characterized by joint 
and abdominal pain, leg ulcers, and 
sickle shaped erythrocytes). The Panel 
identified this generic device as the 
“solubility hemoglobin, abnormal" and 
"sickle cell test" 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that sickle cell tests be 
classified into class U because there is a 
need for a performance standard that 
prescribes for this device acceptable 
ranges of accuracy, precision, 
sensitivity, and specificity and thereby 
minimizes the possibility that the device 
may generate inaccurate diagnostic 
information. Reliance upon inaccurate 
diagnostic information could result in 
inappropriate therapy that places the 
patient at risk unnecessarily. The Panel 
believes that general controls would not 
provide sufficient control over these 
characteristics. The Panel believes that 
a performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members* clinical experience with sickle 
cell tests. The Panel stated that the 
International Committee for 
standardization in Haematology (ICSH) 
has recommended a system for the 
identification of abnormal hemoglobins, 
including hemoglobin S (Ref. 1) and ha9 
developed a reference preparation for 
the standardization of electrophoresis 
(Ref. 2). The National Sickle Cell 
Disease Program of the National Heart 
and Lung Institute and the National 
Hemoglobinopathy Standardization 
Laboratory of the Center for Disease 
Control (CDC) recommend that cellulose 
acetate electrophoresis be used for 
sickle cell screening (Ref. 3). The Panel 
also relied upon evaluations of current 
methodology for sickle cell testing that 
include electrophoretic, cytological. and 
chemical methods (Refs. 4 and 5). 
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5. Risks to health:'Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
sickle cell disorder. Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
sickle cell tests be classified into class 11 
(performance standards). The agency 
has obtained additional data and 
information on the device to determine 
if reasonable assurance of the safety 
and effectiveness of the device can be 
provided by a performance standard. 
The CDC has published sickling and 
solubility tests for abnormal 
hemoglobins, including a discussion of 
conditions contributing to false positives 
and false negatives, the accuracy of one- 
and two-step tests, tests for whole 
blood, hemolysates, and filter paper 
specimens (Ref. 6). 

FDA believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane. Rockville. MD 20657, and may be 
seen by interested persons, from 9 a.m. 
to 4 p.m., Monday through Friday 

1. International Committee for 
Standardization m Haematology. 

Recommendations of a System fur 
Identifying Abnormal Hemoglobins/* Blood, 
52(5): 1065-1007. 1978. 

2. International Committee for 
Standardization in Haematology. 

Recommendations for Abnormal 
Haemoglobin Standard/’ British Journal of 
Haematology. 35:101,1977. 

3. Schmidt. R M. and E. M. Brosious. 
‘Evaluation of Proficiency in the Performance 
of Tests for Abnormul Hemoglobins.*' 
American Journal of Clinical Pathology. 
62:664-669. 1974. 

4. Schneider. R. G.. and R. M Schmidt. 
Electrophoretic Screening for Abnormal 

Hemoglobins." in “Abnormal Haemoglobins 
and Thalassemia, Diagnostic Aspects/* 

Edited by R. M. Schmidt. Academic Press 
Inc.. New York. pp. 34-37. 50-55.1975. 

5. Cabannes, R.. "Methodologies Suitable 
for Detecting Hemoglobinopathies in 
Developing Countries." in "Abnormal 
Hemoglobins and Thalassemia. Diagnostic 


Aspects." Edited by R. M. Schmidt. Academic 
Press Incorporated. New York. pp. 70-71. 

1975. 

6. Schmidt. R. M.. and E. M. Brosious. 

"Basic Laboratory Methods of 
Hemoglobinopathology Detection," DHEW 
Publication No. (CDC) 76-8266. pp. 49-60. 

1976. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (sec9. 513, 

701(a), 52 Stat. 1055, 90 Slat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart If 
by adding new § 064.7825 as follows: 

§864.7825 Sickle cell test. 

(a) Identification. A sickle cell test is 
a device used to determine the sickle 
cell hemoglobin content of human blood 
to detect sickle cell anemia (a hereditary 
hemolytic anemia characterized by joint 
and abdominal pain, leg ulcers, and 
sickle shaped erythrocytes). 

(b) Classification . Class II 
(performance standards). 

Interested persons may, on or before 
November 13,1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m.. Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

P*K Due. 7B-Z7B82 FTTfid 8-10-7V. 8:45 umj 

BILLING CODE 


(21 CFR Part 8641 
(Docket No. 78N-1904] 

Medical Devices; Classification of 
Thrombin Time Tests 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying thrombin time test 9 into class 
II (performance standards). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 


device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration. Department of 
Health. Education, and W'elfare. 8757 
Georgia Ave.. Silver Spring. MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
thrombin time tests: 

1. Identification: A thrombin time test 
is a device used to measure fibrinogen 
concentration and detect fibrin or 
fibrinogen split products for the 
evaluation of bleeding disorders. The 
Panel considered this generic device 
under the names "thrombin time test” 
and “thrombin.” 

2. Recommended classification: Class 
11 (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a low priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that thrombin time tests be 
classified into class II because there is a 
need for a performance standard thal 
prescribes for this device acceptable 
ranges of accuracy, precision, 
sensitivity, and specificity and thereby 
minimizes the possibility that the device 
may generate inaccurate diagnostic 
information. Reliance upon inaccurate 
diagnostic information could result in 
inappropriate therapy that places the 
patient at risk unnecessarily. The Panel 
believes that general controls would not 
provide sufficient control over these 
characteristics. The Panel believes that 
a performance standard will provide a 









reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. The Panel recommends that 
the product labeling be required to warn 
users that the reagents are unstable 
after reconstitution and should be used 
immediately. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ clinical experience with 
this test and upon a study of the 
thrombin time test that addresses the 
effects of fibrogen concentration, 
antithrombin activity, plasma viscosity, 
plasma dilution, and heat stability (ref. 

1 ). 

5. Risks to health: (a) Hemorrhage 
during surgery: If this test fails to detect 
a bleeding defect, bleeding during 
surgery could result, (b) Postoperative 
bleeding: If this test fails to detect 
residual levels of heparin (an 
anticoagulant) in the patient’s blood 
following surgery, hemorrhage could 
result, (c) Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of 
disseminated intravascular coagulation 
(nonlocalized clotting within the blood 
vessels). Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
thrombin time tests be classified into 
class II (performance standards). The 
agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

Reference 

The following information has been 
placed in the office of the Hearing Clerk 
at the above address and may be seen 
by interested persons, from 9 a.m. to 4 
p.m., Monday through Friday. 

1. Jim. R. T. S., *'A Study of the Plasma 
Thrombin Time.*' Journal of Laboratory and 
Clinical Medicine. 50:45-60.1957. 

Therefbre, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 


and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7875 as follows: 

§ 864.7875 Thrombin time test. 

(a) Identification . A thrombin time 
test is a device used to measure 
fibrinogen concentration and detect 
fibrin or fibrinogen split products for the 
evaluation of bleeding disorders. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979 submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs . 

|FR Doc. 70-27683 Piled 9-10-78: 8:45 ami 

BILUNG CODE 4110-03-M 


[21 CFR Part 864) 

[Docket No. 78N-1905J 

Medical Devices; Classification of 
Thromboplastin Generation Tests 

agency: Food and Drug Administration. 
action: Proposed rule._ 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying thromboplastin generation 
tests into class I (general controls). The 
FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class I. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. It is proposed that the Final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 


Drug Administration. Rm. 4-65. 5600 
Fishers Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301—427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
thromboplastin generation tests: 

1. Identification: A thromboplastin 
generation test is a device used to detect 
and identify co&gulation factor 
deficiencies and coagulation inhibitors. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exceptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that thromboplastin 
generation tests be classified into class I 
because the Panel believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ clinical experience with this 
test. 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
bleeding disorder. Inappropriate therapy 
based on inaccurate diagnostic data 
may place the patient at risk. 

Proposed Classification 

FDA agrees wiih the Panel’s 
recommendation and is proposing that 
thromboplastin generation tests be 
classified into class I (general controls), 
with no exemptions. The agency 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1). it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7900 as follows: 
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§ 864.7900 Thromboplastin generation 
test. 

(a) Identification. A thromboplastin 
generation test is a device used to detect 
and identify coagulation factor 
deficiencies and coagulation inhibitors. 

(b) Classification. Class I (general 
controls). 

Interested persons may. on or before 
November 13.1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rip. 4-65, 5600 
Fishers Lane. Rockville. MD 20857. 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc 79-27084 Filed 9-10-79: 8*5 am} 

BILLING CODE 41KMU-M 

(21CFR Part 8641 
I Docket No. 78N-19061 

r 

Medical Devices; Classification of 
Partial Thromboplastin Time Tests 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying partial thromboplastin time 
tests into class II (performance 
standards). The FDA is also publishing 
the recommendations of the Hematology 
Device Classification Panel that the 
device be classified Into class II. The 
effect of classifying a device into class 11 
is to provide for the future developmenl 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. The Commissioner of Food and 
Drugs proposes that the final regulation 
based on this proposal become effective 
30 days after the date of its publication 
in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65, 561*) 
Fishers Lane, Rockville. MD 20857. 


FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring. MD 209ia 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
partial thromboplastin time tests: 

1. Identification: A partial 
thromboplastin time test is a device 
used for primary screening for 
coagulation abnormalities, for 
evaluation of the effect of therapy on 
procoagulant disorders, and as an assay 
for coagulation factor deficiencies of the 
intrinsic coagulation pathway. The 
Panel identified this generic type device 
as “partial thromboplastin time” and 
■'partial thromboplastin time reagents, 
controls.” 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device by 
a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that partial thromboplastin 
time tests be classified into class II 
because there is a need for a 
performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. The partial 
thromboplastin time test is used for 
presurgical and post surgical 
coagulation screening, to assay for 
coagulation factor deficiencies, and to 
regulate heparin therapy (administration 
of the anticoagulant heparin in the 
treatment of venous thrombosis and 
pulmonary embolism). The Panel 
believes that general controls would not 
provide sufficient control over these 
characteristics. The Panel believes that 

a performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide 9 uch 
assurance. The Panel believes that the 


labeling for this device should be 
required to describe the effect of various 
heparin concentrations on the linearity 
of this assay, the sensitivity of this test 
for the detection of factor deficiencies, 
and the lot-to-lot variability of this test. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ clinical experience with this 
device and on the medical literature. 

The Panel members noted that because 
the partial thromboplastin time test is a 
primary coagulation screening test, its 
accuracy is essential. The medical 
literature reports considerable variation 
in the sensitivity and performance of the 
partial thromboplastin time test The 
College of American Pathologists* 
surveys of proficiency in the partial 
thromboplastin time test revealed an 
unacceptable level of variability (Ref. /). 
Because the greatest variation and 
imprecision occurred with the 
nonactivated partial thromboplastin 
time test, the College recommended that 
the use of this test be discontinued. A 
1971 survey of the partial 
thromboplastin time test, conducted by 
the Center for Disease Control, reached 
the conclusion that no currently 
available reagent can give reproducible 
results and be equally sensitive to all 
intrinsic clotting factors (Ref. 2). A 1972 
study by Poller and Thomson reached 
the same conclusion (Ref. 2). A 1974 
report by Babson and Babson (Ref. 4) 
stated that reagents using colloidal 
silica as an activator gave the test 
Increased heparin sensitivity and 
precision. However, a 1976 study shows 
that a simple, accurate method for 
monitoring heparin therapy has yet to be 
developed (Ref. 5). The Center for 
Disease Control is working with the 
international Committee for 
Standardization in Hematology and the 
International Committee on Thrombosis 
and Hemostasis to standardize this test. 

5. Risks to health: (a) Hemorrhage or 
thrombosis: If this device incorrectly 
reports the partial thromboplastin time, 
hemorrhage or thrombosis may result 
due to the administration of an 
inappropriate amount of heparin, (b) 
Misdiagnosis and inappropriate therapy: 
Failure of the device to perform 
satisfactorily may lead to an error in the 
diagnosis of a bleeding disorder. 
Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk. There is a risk of 
hemorrhage from an undiagnosed 
bleeding defect during surgery. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
partial thromboplastin time tests be 








classified into class II (performance 
standards). The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(HFA-305), Food and Drug 
Administration. Rm. 4-65, 5600 Fishers 
Lane. Rockville, MD 20857. and may be 
seen by interested persons, from 9 a.m. 
to 4 p.m., Monday through Friday. 

1. Koepke. J. A.. “The Partial 
Thromboplastin Time in the CAP Survey 
Program." American Journal of Clinical 
Pathology. 63:990-994. 1975. 

Z Sibley. C.. J. W. Singer, and R. J. Wood, 
“Comparison of Activated Partial 
Thromboplastin Reagents." American Journal 
of Clinical Pathology. 59:581-586,1973. 

3. Poller. L. and J. M. Thomson. “The Partial 
Thromboplastin (Cephalin) Time Test," 
Journal of Clinical Pathology . 25:1030-1044, 
1972. 

4. Dabson. A. L and S. R. Babson. 
“Comparative Evaluation of a Partial 
Thromboplastin Reagent Containing a Non- 
Settling, Particulate Activator." American 
Journal of Clinical Pathology, 62:856-860, 
1974. 

5. Teien. A. N. and U. Abildgard. “On the 
Value of the Activated Partial 
Thromboplastin Time (APTT)” in 
“Monitoring Heparin Therapy." Thrombosis 
and Hemostasis (Stuttgart). 35:592-597,1976. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart H 
by adding new § 864.7925 as follows: 

§ 864.7925 Partial thromboplastin time 
test 

(a) Identification. A partial 
thromboplastin time test is a device 
used for primary screening for 
coagulation abnormalities, for 
evaluation of the effect of therapy on 
procoagulant disorders, and as an assay 
for coagulation factor deficiencies of the 
intrinsic coagulation pathway. 

(b) Classification. Class II 
(performance standards). 

Interested persons may. on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 


proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-27685 Filed 9-10-79. 8:45 um) 

BILUNG CODE 4110-03-U 


[21 CFR Part 864) 

[Docket No. 78N-1907) 

Medical Devices; Classification of 
Hematology Stains 

agency: Food and Drug Administration. 
action: Proposed rule._ 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying hematology stains into class 
I (general controls). The FDA is also 
publishing the recommendation of the 
Hematology Device Classification Panel 
that the device be classified into class I. 
The effect of classifying a device into 
class I is to require that the device meet 
only the general controls applicable to 
all devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
DATES: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane. Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, and FDA advisory committee, 


made the following recommendation 
with respect to the classification of 
hematology stains: 

1. Identification: Hematology stains 
are mixtures of synthetic or natural 
dyes, in solution, used in staining cells 
of peripheral blood and bone marrow on 
microscope slides for diagnostic 
hematology. The Panel reviewed these 
products under the names “brilliant 
cresyl blue.” “esterase,” “Heinzehody 
stains.” “iron stains,” “Ponceau stain ” 
“reticulocyte stain,” “Romanowsky 
stain,” and “cytochemical acid 
phosphatase.” 

2. Recommended classification: Class 
1 (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that hematology stains be 
classified into class I because the Panel 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. However, 
the Panel recommends that control 
slides be used with every stain to assure 
that the stain is working properly. 

4. Summary of data on which the 
recommendation i9 based: The Panel 
based its recommendation on the Panel 
members’ personal knowledge of, and 
clinical experience with, the device. In 
making this recommendation, the Panel 
stated that it did not know of any 
applicable standards for stains. The 
Panel believes that it is an accepted fac! 
that stains are hard to standardize and 
often vary from one lot to the next. It 
has been the Panel members' experience 
that 10 to 25 percent of stain lots are 
unusable. 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in diagnosis. 
Inappropriate therapy based on 
inaccurate diagnostic data may place 
the patient at risk. Poor staining 
characteristics may lead to any of the 
following: (a) failure to detect abnormal 
cell types; (b) inability to differentiate 
reactive from malignant cells; (c) 
improper classification of a leukemic 
process; and (d) inability to classify an 
anemic process. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
hematology stains be classified into 
class I (general controls) with no 
exemptions. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
believes that poor staining 
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characteristics will rarely occur if users 
pay close attention to staining, rinsing, 
and drying slides and if they stain 
control slides to assure that the stains 
are working properly. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a). 52 Stat. 1055, 90 Stat. 540^546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended by adding 
Subpart I including new § 864.8030 as 
follows: 

Subpart I—Hematology Reagents and 
Stains 

§ 864.8030 Hematology stains. 

(a) Identification. Hematology stains 
are mixtures of synthetic or natural 
dyes, in solution, used in staining cells 
of peripheral blood and bone marrow on 
microscope slides for diagnostic 
hematology. 

(b) Classification . Class 1 (general 
controls). 

Interested persons may. on or before 
November 13,1979 submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies Of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-27006 Filed 9-10-79: 8:45 am| 

34 LUNG CODE 4110-03-* 


[21 CFR Part 864] 

I Docket No. 78N-19081 

Medical Devices; Classification of 
Bothrops Atrox Reagents 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying Bothrops atrox reagents into 
class II (performance standards). The 
FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 


effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide. Bureau of 
Medical Devices (HFK^MO). Food and 
Drug Administration, Department of 
Health. Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation, 
the Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
Bothrops atrox reagents: 

1. Identification: A Bothrops atrox 
regent is a device made from snake 
venom and used to determine blood 
fibrinogen levels to aid in the evaluation 
of disseminated intravascular 
coagulation (nonlocalized clotting in the 
blood vessels) in patients receiving 
heparin therapy (the administration of 
the anticoagulant heparin in the 
treatment of thrombosis) or as an aid in 
the classification of dysfibrinogenemia 
(presence in the plasma of functionally 
defective fibrinogen). 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this product 
be a low priority. 

3. Summary of reasons for 
recommendation: The Hematology 
Device Classification Panel recommends 
Bothrops atrox reagents be classified 
into class II because there is a need for 

a performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity, and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 


therapy that places the patient at risk 
unnecessarily. The Panel believes that 
general controls would not provide 
sufficient control over this 
characteristic. The Panel believes that a 
performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ personal knowledge of, and 
clinical experience with, this device. 

5. Risks to health: (a) Misdiagnosis 
and inappropritate therapy: Failure of 
the device to perform satisfactorily may 
lead to an error in the diagnosis of 
disseminated intravascular coagulation. 
Inappropriate heparin therapy based on 
inaccurate diagnostic data may place 
the patient at risk, (b) Failure to detect 
fibrin split products (protein fragments 
produced by the ensymatic action of 
plasmin on fibrin): An erroneously short 
Bothrops atrox time may result in the 
failure to detect fibrin split products. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
Bothrops atrox reagents be classified 
into class II (performance standards). 
The agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard for 
this device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart I by 
adding new § 864.8100 as follows: 

§ 864.8100 Bothrops atrox reagent 

(a) Identification. A Bothrops atrox 
reagent is a device made from snake 
venom and used to determine blood 
fibrinogen levels to aid in the evaluation 
of disseminated intravascular 
coagulation (nonlocalized clotting in the 
blood vessels) in patients receiving 
heparin therapy (the administration of 
the anticoagulant heparin in the 
treatment of thrombosis) or as an aid in 
the classification of dysfibrinogenemia 
(presence in the plasma of functionally 
defective fibrinogen). 
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(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979. submit to the 
Hearing Clerk (HFA—305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane. Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph. 

Acting Associate Canunissioner for 
Regulatory Affairs. 

|FR Doc 79-27S87 Filed 9 - 10 -Tft 8:46 <un| 
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[21 CFR Part 864] 

[Docket No. 78N-1909] 

Medical Devices; Classification of 
Calibrators for Cell Indices 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying calibrators for cell indices 
into class III (premarket approval). The 
FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class III. The 
effect of classifying a device into class 
III is to provide for each manufacturer of 
the device to submit to FDA a premarket 
approval application at a date to be set 
in a future regulation. Each application 
includes information concerning safety 
and effectiveness tests of the device. 
After considering public comments. FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 

DATES: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
ADDRESS: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-140). Food and 


Drug Administration. Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring. MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
calibrators for cell indices: 

1. Identification: A calibrator for cell 
indices is a device that approximates 
whole blood or certain blood cells and 
that is used to set an instrument 
intended to measure mean cell volume 
(MCV), mean cell diameter (MCD), 
mean corpuscular hemoglobin (MCH). 
mean corpuscular hemoglobin 
concentration (MCHC), or other cell 
indices. It is a suspension of particles or 
fixed cells whose size, shape, 
concentration, and other characteristics 
have been carefully determined. 

2. Recommended classification: Class 
III (premarket approval). The Panel 
recommends that premarket approval 
these devices be a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that calibrators for cell 
indices be classified into class III 
because this device is purported or 
represented to be for use in the 
calibration of instruments for the 
measurement of cell indices. This use is 
of substantial importance in preventing 
impairment of human health because the 
cell indices are essential to the 
diagnosis of certain serious blood 
disorders. In addition, calibrators for 
cell indices present a potential 
unreasonable risk of illness or injury if 
the physician relies upon inaccurate 
diagnostic information produced by an 
improperly calibrated instrument. The 
Panel stated that there are unanswered 
theoretical questions concerning the 
MCV and the manual and electronic 
methods used to obtain it These 
unanswered questions preclude the 
possibility of assigning a true numerical 
value to a calibrator for the MCV or 
establishing a performance standard for 
such a calibrator. The Panel believes 
that general controls would not provide 
sufficient control over this 
characteristic. The Panel believes that 
insufficient information exists to 
establish a performance standard that 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The device therefore should be 


subject to premarket approval to assure 
that manufacturers demonstrate 
satisfactory performance of the device 
and thus assure its safety and 
effectiveness. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ personal knowledge of. and 
clinical experience with, this device. 
Additionally, O. W. van Assendeift, 

M.D., Chief of the General Hematology 
Laboratory at the Center for Disease 
Control and a consultant to the Panel, 
stated that the technlogy for the 
determination of cell indices has not 
advanced to the stage that true values 
can be assigned to calibration materials 
for cell indices (Ref. 1). 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
serious blood disorder. Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
calibrators for cell indices be classified 
into class III (premarket approval). The 
medical literature describes the source 
of error in the determination of the mean 
ceil volume (MCV) (Ref. 2 and 3). One 
study reported that an instrument 
calibrated with the reference material 
provided by the instrument 
manufacturer overestimated the MCV 
(Ref. 2). A second study found that the 
calibration of this instrument is affected 
by the temperature and purity of the cell 
diluent employed with the instrument 
(Ref. 3). 

The agency believes that the device is 
purported or represented to be for use in 
the calibration of instruments for the 
measurement of cell indices, a use 
which is of substantial importance in 
preventing impairment of human health. 
The cell indices are an important 
diagnostic tool in the evaluation of 
various serious blood disorders. An 
elevation of the MCV is the first 
indication of a megaloblastic process 
such as megaloblastic anemia (a bone 
marrow disorder due to defective DNA 
synthesis). The MCV is also elevated in 
chronic alcohol abuse, bone marrow 
failure, sideroblastic anemia, drug- 
induced abnormalities in red cell 
production, and chronic hemolytic 
anemias.The MCV is reduced in iron 
deficiency anemia and a and fi 
thalassemia (hereditary hemolytic 
anemias characterized by decreased 
production of the a and ($ hemoglobin 
polypeptide chains). The MCV is used to 
determine the cause of a decreased 
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demoglobin level in pregnancy. The 
MCH is reduced in severe iron 
deficiency anemia (Ref. 4). 

The agency agrees that this device 
presents a potential unreasonable risk of 
illness or injury if the physician relies 
upon diagnostic information produced 
by an improperly calibrated instrument. 
The agency believes that insufficient 
information exists to determine that 
general controls will provide reasonable 
assurance of the safety and 
effectiveness of the device and that 
insufficient information exists to 
establish a performance standard to 
provide this assurance. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1 Transcript of the Hematology Device 
Classification Panel Meeting. March 29.1978. 
pp. 17-19. 

2. England. J. M. and M. C. Down. 
“Measurement of the Mean Cell Volume 
Using Electronic Particle Counters.” British 
/oumal of Haematology. 32:403-409. 1976. 

3. Young, M. and A. C. K. Lawrence. “The 
Influence of Extraneous Factors on Coulter S 
Measurement of the Mean Corpuscular 
Volume,” Journal of Clinical Pathology. 
26:12-15, 1975. 

4. Chanarin, I., “Interpretation of Variance 
in the PCV,” in “Quality Control in 
Haematology,” Lewis. S. M. and J. F. Coster 
(eds ). Academic Press, New York. pp. 104- 
105,1975. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1), it is proposed that Part 864 be 
amended in Subpart I by adding new 
§ 864.6150 as follows: 

§ 664.8150 Calibrator for cell indices. 

(a) Identification . A calibrator for cell 
indices is a device that approximates 
whole blood or certain blood cells and 
that is used to set an instrument 
intended to measure mean cell volume 
(MCV), mean cell diajnter (MCD), mean 
corpuscular hemoglobin (MCH). mean 
corpuscular hemoglobin concentration 
(MCHC), or other cell indices. It is a 
suspension of particles or fixed cells 
whose size, shape, concentration, and 
other characteristics have been carefully 
determined. 

(b) Classification . Class III (premarket 
approval). 

Interested persons may. on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-r65, 5600 
Fishers Lane. Rockville. MD 20857. 


written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 ajn. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc.. 79-27bae 9 - 10 - 7 *, 9 to AmJ 
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121 CFR Part 8641 
(Docket No. 78N-1910J 

Medical Devices; Classification of 
Calibrators for Hemoglobin and 
Hematocrit Measurement 

agency: Food and Drug Administration. 
action: Proposed Rule. 


summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying calibrators for hemoglobin 
and hematocrit measurement into class 
II (performance standards). The FDA is 
also publishing the recommendations of 
the Hematology Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1978. 

dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 

address: Written comments to the 
1 learing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration, Department of 
Health . Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234 


SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
calibrators for hemoglobin and 
hematocrit measurement: 

1. Identification: A calibrator for 
hemoglobin and hematocrit 
measurement is a device that 
approximates whole blood, red blood 
cells or a hemoglobin derivative and 
that is used to set instruments intended 
to measure hemoglobin, the hematocrit, 
or both. It is a material whose 
characteristics have been carefully 
determined. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for these products 
be a high priority. » 

3. Summary of reasons for 
recommendation: The Hematology 
Device Classification Panel recommends 
that calibrators for hemoglobin and 
hematocrit measurement be classified 
into class II because there is a need for 

a performance standard that prescribes 
for this device accceptable ranges of 
accuracy, precision, sensitivity, and 
specificity, and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. The Panel believes that 
general controls would not provide 
sufficient control over this 
characteristic. The Panel believes that a 
performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members' personal knowledge of, and 
clinical experience with, this device. 
Additionally, O. W. van Assendelft, 

M.D., Chief of the General Hematology 
Laboratory at the Center for Disease 
Control and a consultant to the Panel, 
believes that technology has advanced 
to the stage where a true value can be 
assigned to calibration materials for 
hemoglobin and hematocrit 
measurement (Ref. /). The International 
Committee for Standardization in 
Hematology (ICSH) prepares and 
distributes a reference preparation for 
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hemoglobin measurement (Ref. 2). Other 
reference preparations have been 
developed according to the ICSH 
protocol (Refs. 2 and 5). The National 
Committee for Clinical Laboratory 
Standards is developing standards for 
hemoglobin and the hematocrit, and the 
World Health Organization has 
recommended methods for hematocrit 
determination (Ref. 4). 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of 
anemia or polycythemia (a condition 
characterized by an increased total red 
cell mass), inappropriate therapy based 
on inaccurate diagnostic data may place 
the patient at risk, (b) Hepatitis 
infection: Exposure of the user, donor, or 
patient to blood, blood products, or 
blood aerosols presents a risk of 
hepatitis infection. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
calibrators for hemoglobin and 
hematocrit measurement be classified 
into class II (performance standards). 
The agency believes that a performance 
standard is necessary for this device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard for 
this device. 

References 

The following information has been 
placed in the Hearing Clerk’s office 
(address above), and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. Transcript of the Hematology Device 
Classification Panel Meeting. March 29.1978, 
pp. 17-19. 

2. International Committee for 
Standardization in Haematology. 
“Recommendations for Haemogiobinometry 
in Human Blood." British Journal of 
Haematology, 13 (Supp.):71,1967. 

3. Lewis, S. M.. “Standards and Reference 
Preparations,** in -Quality Control in 
Haematology," Edited by S. M. Lewis, and ). 
F. Coster, Academic Press. New York. pp. 82- 
83.1975. 

4. van Assendelft. O.W„ J. F. Coster, and P. 
J. Crossland-Taylor. “Methods for the 
Determination of Packed Cell Volume,** 

World Health Organization Document LAB/ 
76.3. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055. 90 StaL 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 


delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart I by 
adding new § 864.8165 as follows: 

§ 864.8165 Calibrator for hemoglobin and 
hematocrit measurement 

(a) Identification. A calibrator for 
hemoglobin and hematocrit 
measurement is a device that 
approximates whole blood, red blood 
cells, or a hemoglobin derivative and 
that is used to set instruments intended 
to measure hemoglobin, the hematocrit, 
or both. It is a material whose 
characteristics have been carefully 
determined. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

JFR Doc. 79-27680 Filed 9-10-79; 8:45 am] 
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[21 CFR Part 864] 

(Docket No. 78N-1911J 

Medical Devices; Classification of 
Calibrators for Platelet Counting 

agency: Food and Drug Administration. 
ACTION: Proposed rule. 

summary: The Food and Drug 
Admnistration (FDA) is issuing for 
public comment a proposed regulation 
classifying calibrators for platelet 
counting into class 111 (premarket 
approval). The FDA is also publishing 
the recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class III. The 
effect of classifying a device into class 
III is to provide for each manufacturer of 
the device to submit to FDA a premarket 
approval application at a date to be set 
in a future regulation. Each application 
includes information concerning safety 
and effectiveness tests of the device. 
After considering public comments. FDA 


will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by November 13, 

1979. It is proposed that the Final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
aodress: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT. 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Admnistration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring. MD 20910, 
301—427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
calibrators for platelet counting: 

1. Identification: A calibrator for 
platelet counting is a device that 
approximates platelets in plasma and 
that is used to set a platelet counting 
instrument. It is a suspension of 
particles or Fixed cells whose size, 
shape, concentration, and other 
characteristics have been carefully 
determined. 

2. Recommended classification: Class 
III (premarket approval). The Panel 
recommends that premarket approval 
for these products be a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that calibrators for platelet 
counting be classified into class III 
because this device is purported or 
represented to be for use in the 
calibration of automated platelet 
counting instruments, a use that is of 
substantial importance in preventing 
impairment of human health due to the 
essential nature of a platelet count in 
the diagnosis of bleeding disorders. In 
addition, calibrators for platelet 
counting present a potential 
unreasonable risk of illness or injury 
due to the lack of a suitable technology 
to assign a true numerical value to a 
material to be used as a platelet 
calibrator. This technology has been 
hindered by the difficulties inherent in 
platelet counting. Platelets are small, 
fragile cells that clump together and 
readily attach themselves to surfaces. In 
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addition, platelets are difficult to 
distinguish from dirt particles. The 
patient may be placed at risk if the 
physician relies upon inaccurate 
diagnostic information produced by an 
improperly calibrated platelet counter. 
The Panel believes that general controls 
would not provide sufficient control 
over this characteristic. The Pane) 
believes that insufficient information 
exists to establish a performance 
standard that would provide reasonable 
assurance of the safety and 
effectiveness of the device. The device 
therefore should be subject to premarket 
approval to assure that manufacturers 
demonstrate satisfactory performance of 
the device and thus assure its safety and 
effectiveness. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ personal knowledge of. and 
clinical experience with, this device and 
on the expert opinion of Lewis (Ref. 7). 
The Panel stated that no calibration 
material has sufficient stability or 
reporducibility to serve as a calibrator 
fur platelet counting. Lewis coucurs with 
this statement. The Panel stated that 
technology has not advanced to the 
stage that a true numerical value can be 
assigned to a calibration materia) for 
platelet counting. 

5. Risks to health: Misdiagnosis and 
inapropriate therapy: Failure of the 
deivce to perform satisfactorily may 
lead to an error in the diagnosis of a 
platelet disorder. Inappropriate therapy 
based on inaccurate diagnostic data 
may place the patient at risk. 

Proposed Classification 

FDA agrees with the Panel's 
recommendation and is proposing that 
calibrators for platelet counting be 
classified into class III (premarket 
approval). The medical literature 
includes reports of difficulties 
encountered in calibrating automated 
platelet-counting instruments (Refs. 2 
and 3). An instrument calibrated with 
reference materials provided by the 
instrument’s manufacturer consistently 
{>roduced results that were <30 percent 
high. Such an error would cause the 
instrument to give a false normal value 
for a thrombocytopenic blood sample 
(Ref. 2 ). (Thrombocytopenic blood 
contains a reduced number of blood 
platelets.) The agency believes that the 
device is purported or represented to be 
for use in the calibration of automated 
platelet-counting instruments, a use 
which is of substantial importance in 
preventing impairment of human health 
The platelet count is essential to the 
diagnosis of bleeding discorders. 
Thrombocytosis (increased platelet 


count) occurs in polycythemia vera (a 
potentially fatal disease characterized 
by increased total red cell mass and 
blood volume often accompanied by 
increased number of leukocytes and 
platelets) and chronic myelogenous 
leukemia (leukemia originating in the 
bone marrow). The platelet count is 
decreased in certain anemias and acute 
leukemia (Ref. 4 ). 

The agency agrees that this device 
presents a potential unreasonable risk of 
illness or injury if the physician relies 
upon diagnostic information produced 
by an improperly calibrated platelet 
counter. The agency believes that 
insufficient information exists to 
determine that general controls will 
provide reasonable assurance of the 
safety and effectiveness of the device 
and dial insufficient information exists 
to establish a performance standard to 
provide this assurance. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above), and may be seen by 
interested persons, from 9 a.m. to 4 p.m„ 
Monday through Friday. 

1. Lewis, S. M.. “Standards and Reference 
IVeparations." in “Quality Control in 
Haematology.'* Edited by S. M. Lewis and |. 

F. Coster. Academic Press, New York. pp. SI- 
92. 1975. 

2. Detange.). A. et al., “Automation in the 

I lematology Laboratory." Journo/ of ClinicuJ 
Chemistry and Clinical Biochemistry, 14:485- 
497. 1978. 

3. Rutten. W. P. P. et aL “A Systematic 
. Investigation on the Hemalog." Journal of 

Clinical Chemistry and Clinical 
Biochemistry 9:387-393, 1975. 

4. Brown. B. A.. “Hematology: Principle* 
and Procedures." Lea and Febiger, 
Philadelphia, pp. 100-101.1976. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Slat. 1055, 90 StaL 54Q-546 (21 
IJ.S.C. 300c, 371(a))) #nd under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1). it is proposed 
that Part 864 be amended in Subpart I by 
adding new 8 864.8175 as follows: 

5 864.8175 Calibrator for platelet counting. 

(a) Identification . A calibrator for 
platelet counting is a device that 
approximates platelets in plasma that is 
used to set a platelet-counting 
instrument. It is a suspension of 
particles or fixed cells whose size, 
shape, concentration, and other 
characteristics have been carefully 
determined. 

(b) Classification. Class III (premarkel 
approval). 

Interested persons may. on or before 
November 13.1979 submit to the 
Hearing Clerk (HFA-305). Food and 


Drug Administration, Rm. 4-65. 5600 
Fishers Lane. Rockville. MD 20857. 
written comments regarding this 
proposal. Four Copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the flearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 aan. and 4 p.nu Monday 
through Friday. 

Dated: August 2a 197a 
William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

IKK Due TV-27000 Filet! &4S amt 

BILLING COO€ 4110-03-W 


121 CFR Part 864) 

(Docket No. 78N-1912) 

Medical Devices; Classification of 
Calibrators for Red Ceil and White Cell 
Counting 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying calibrators for red cell and 
white cell counting into class If 
(performance standards). The FDA is 
also publishing the recommendation of 
the 1 lematology Device Classification 
Panel that the device be classified into 
class 11. The effect of classifying a 
device into class Li is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments. FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 

dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health. Education, and Welfare, 8757 
Georgia Ave.. Silver Spring. MD 20910. 
301-427-7234. 
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SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
calibrators for red cell and white cell 
counting: 

1. Identification: A calibrator for red 
cell and white cell counting is a device 
that approximates whole blood or red or 
white blood cells and that is used to set 
instruments intended to count red cells, 
white cells, or both. It is a suspension of 
particles or fixed cells whose size, 
shape, concentration, and other 
characteristics have been carefully 
determined. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for these products 
be a high priority. 

3. Summary of reasons for 
recommendation: The Hematology 
Device Classification Panel recommends 
that calibrators for red cell and white 
cell counting be classified into class II 
because there is a need for a 
performance standard that prescribes 
for this device acceptable ranges of 
accuracy, precision, sensitivity, and 
specificity, and thereby minimizes the 
possibility that the device may generate 
inaccurate diagnostic information. 
Reliance upon inaccurate diagnostic 
information could result in inappropriate 
therapy that places the patient at risk 
unnecessarily. The Panel believes that 
general controls would not provide 
sufficient control over this 
characteristic. The Panel believes that a 
performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommedation is based: The Panel 
based its recommendation on the Panel 
members' personal knowledge of, and 
clinical experience with, this device. 
Additionally, O. W. van Assendelft, 
M.D., Chief of the General Hematology 
Laboratory at the Center for Disease 
Control and a consultant to the Panel, 
states that technology has advanced to 
the stage where a true value can be 
assigned to calibration materials for red 
cell and white cell counting (Re. 1). 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 


device to perform satisfactorily may 
lead to an error in the diagnosis of a red 
cell or white cell disorder. Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk. 

Proposed Classification 

FDA agrees with the Panel's 
recommendation and is proposing that 
calibrators for red cell and white cell 
counting be classified into class II 
(performance standards). The agency 
believes that a performance standard is 
necessary for this device because genral 
controls alone are insufficient to control 
the risks to health presented by the 
device. A performance standard would 
provide reasonable assurance of the 
safety and effectiveness of the device. 
The agency also believes that there is 
sufficient information to establish a 
standard for this device. 

Reference 

1. Transcript of the Hematology Device 
Classification Panel Meeting, March 29.1978, 
pp. 17-19. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart I by 
adding new § 864.8185 as follows: 

§ 864.8185 Calibrator for red cell and 
white .cell counting. 

(a) Identification. A calibrator for red* 
cell and white cell counting is a device 
that approximates whole blood or red or 
white blood cells and that is used to set 
instruments intended to count red cells, 
white cells, or both. It is a suspension of 
particles or fixed cells whose size, 
shape, concentration, and other 
characteristics have been carefully 
determined. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 


Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Due. 79-27691 Filed 9-10-79; 8:45 amj 

BILLING CODE 4110-03-M 


[21 CFR Part 864] 

(Docket No. 78N-19131 

Medical Devices; Classification of 
Blood Cell Diluents 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying blood cell diluents into class 
I (general controls). The FDA is also 
publishing the recommendation of the 
Hematology Device Classification Panel 
that the device be classified into class I. 
The effect of classifying a device into 
class I is to require that the device meet 
only the general controls applicable to 
all devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health. Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

m 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
blood cell diluents: 

1. Identification: A blood cell diluent 
is a device used to dilute blood for 
further testing, such as blood cell 
counting. 

2. Recommended classification: Class 
I (general controls.) The Panel 
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recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that blood cell diluents be 
classified into class I because the Panel 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

4. Summary of data on which jhe 
recommendation is based: The Panel 
based Its recommendation on the Panel 
members’ personal knowledge of. and 
clinical experience with, this device. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
blood cell diluents be classified into 
class ! (general controls) with no 
exemptions. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513. 

701(a). 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1). it is proposed 
that Part 864 be amended in Subpar! 1 by 
adding new § 864.8200 as follows: 

§ 864.8200 Blood cell diluent 

(a) Identification . A blood ceil diluent 
is a device used to dilute blood for 
further testing, such as blood cell 
counting. 

(b) Classification. Class 1 (genera) 
controls). 

Interested persons may, on or before 
November 13,1979. submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville. MD 20857. 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
In brackets in the heading of this 
document Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Af fairs . 

|KR Doc 70-27002 Filed 1MO-70: *45 am} 

BILLING COO£ 4110-03-M 


|21 CFR Part 8641 

(Docket No. 78N-19141 

Medical Devices; Classification of 
Lymphocyte Separation Media 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying lymphocyte separation 
media info class 1 (general controls). The 
FDA is also publishing the 
recommendation of the Hematology • 
Device Classification Panel that the 
device be classified into class L The 
effect of classifying a device into class I 
is fo require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
I lea ring Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierkshiede. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health, Education, and Welfare. 8757 
Georgia Ave.. Silver Spring. MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
lymphocyte separation media: 

1. Identification: A lymphocyte 
separation medium is a device used to. 
isolate lymphocytes from whole blood. 

2. Recommended classification: Class 
l (general controls). The Pane) 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that lymphocyte separation 
media be classified into class I because 
the Panel believes that general controls 
are sufficient to provide reasonable 


assurance of the safety and 
effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ personal knowledge of, and 
clinical experience with, this device. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
lymphocyte separation media be 
classified into class I (general controls) 
with no exemptions. The agency 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Sfat. 540-546 (21 
U.S.C. 360c, 371(a)) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1). it is proposed 
that part 864 be amended in Subpart 1 by 
adding new § 864.8500 as follows: 

§ 864.8500 Lymphocyte separation 
medium. 

(a) Identification. A lymphocyte 
separation medium is a device used to 
isolate lymphocytes from whole blood. 

(b) Classification. Class l (general 
controls). 

Interested persons may, on or before 
November 13.1979 submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane. Rockville. MD 20857. 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket numbed found 
in brackets in the heading of this 
document Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m.. Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|KR Doc- TB--27083 Filed &-IO-71* *45 mh| 

BILLING CODE 4110-03-41 


121 CFR Part 864] 

(Docket No. 78N-1915J 

Medical Devices; Classification of Red 
Cell Lysing Reagents 

agency: Food and Drug Administration. 
action: Proposed rule. 
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summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying red cell lysing reagents into 
class I (general controls). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1970. 

DATES: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
ADDRESS: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20057. 

FOR FURTHER INFORMATION CONTACT. 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of red cell 
lysing reagents: 

1. Identification: A red cell lysing 
reagent is a device used to lyse (destroy) 
red blood cells for hemoglobin 
determinations or to remove red blood 
cells to facilitate the counting of white 
blood cells. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that red cell lysing 
reagents be classified into class I 
because the Panel believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation of the Panel 


members’ personal knowledge of. and 
clinical experience with, this device. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
red cell lysing reagents be classified into • 
class I (general controls) with no 
exemptions. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513. 

701(a). 52 Stat 1055, 90 Stat. 540-540 (21 
U.S.C. 360c, 371(a))) and under the 
authority delegated to the Commissioner 
of Food and Drugs (21 CFR 5.1), it is 
proposed that Part 864 be amended in 
Subpart I by adding new § 864.8540 as 
follows: 

$ 864.8540 Red cell lysing reagent. 

(a) Identification. A red cell lysing 
reagent is a device used to lyse (destroy) 
red blood cells for hemoglobin 
determinations of to remove red blood 
cells to facilitate the counting of white 
blood cells. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13,1979. submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville. MD 20857. 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and 6hall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|PR Doc. 79-2784*4 Filed 9-10-78: 8:45 am) 

BILLING COOC 4110-03-M 


[21 CFR Part 864) 

[Docket No. 78N-1916J 

Medical Devices; Classification of 
Hematology Quality Control Mixtures 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying hematology quality control 


mixtures into class II (performance 
standards). The FDA is also publishing 
the recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT. 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, and FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
hematology quality control mixtures: 

1. Identification: A hematology quality 
control mixture is a device used to 
ascertain the accuracy and precision of 
manual, semiautomated, and automated 
determinations of cell parameters such 
as white cell count, (WBC), red cell 
count (RBC), platelet count (PLT), 
hemoglobin, hematocrit (HCT), mean 
corpuscular volume (MCV), mean 
corpuscular hemoglobin (MCH), and 
mean corpuscular hemoglobin 
concentration (MCHC). 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this product 
be a high priority. 

3. Summary of reasons for 
recommendation: The Hematology 
Device Classification Panel recommends 
that hematology quality control mixtures 
be classified into class II because there 
is a need for a performance standard 
that prescribes for this device 
acceptable ranges of accuracy, 
precision, sensitivity, and specificity, 
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and thereby minimizes the possibility 
that the device may generate inaccurate 
diagnostic information. Reliance upon 
inaccurate diagnostic information could 
result in inappropriate therapy that 
places the patient at risk unnecessarily. 
The Panel believes that quality control 
mixtures are among the most critical 
products used in the hematology 
laboratory. The laboratory relies upon 
these products to determine that its 
reagents have not deteriorated and that 
its instruments are functioning properly. 
If a quality control mixture is defective, 
the laboratory could not know that its 
reagents had deteriorated or that its 
instruments were not functioning 
properly and could provide practitioners 
with erroneous clinical data. Use of 
erroneous data as the basis for a 
diagnosis could be hazardous to a 
patient’s health. The development of 
performance standards for hematology 
quality control mixtures is essential to 
ensure consistency in the product as a 
quality control measure, the allowed 
variation in the product’s stated value 
must not be so wide as to make that 
value meaningless. The Panel believes 
the labeling should be required to state 
the instruments for which its product 
will give valid results. Quality control 
materials should never be used for the 
calibration of an instrument. The Panel 
believes that general controls would not 
provide sufficient control over these 
characteristics. The Panel believes that 
a performance standard will provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members' personal knowledge of, and 
clinical experience with, this device. 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
disease process. Inappropriate therapy 
based on inaccurate diagnostic data 
may place the patient at risk. For 
example, in the case of platelet 
disorders, a patient could suffer 
hemorrhage because of failure to detect 
severe thrombocytopenia (a decrease in 
the number of platelets), or spontaneous 
thrombosis because of failure to 
recognize thrombocytosis (an increase 
in the number of platelets in the blood). 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
hematology quality control mixtures be 
classified into class II (performance 


standards). The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard for 
this device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart I by 
adding new § 864.8625 as follows: 

§ 864.8625 Hematology quality control 
mixture. 

(a) Identification . A hematology 
quality control mixture is a device used 
to ascertain the accuracy and precision 
of manual, semiautomated, and 
automated determinations of cell 
parameters such as white cell count 
(WBC), red cell count (RBC), platelet 
count (PLT), hemoglobin, hematocrit 
(HCT), mean corpuscular volume 
(MCV), mean corpuscular hemoglobin 
(MCH). and mean corpuscular 
hemoglobin concentration (MCHC). 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979, submit to the 
Hearing Clerk ( HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

[FR Doc 79-27«*5 Filed 9-10-79; &45 am] 

BILLING CODE 4110-03-M 


[21 CFR Part 864] 

[Docket No. 78N-1917J 

Medical Devices; Classification of 
Russell Viper Venom Reagents 

agency: Food and Drug Administration. 
action: Proposed rule. 


summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying Russell viper venom reagents 
into class-I (general controls). The FDA 
is also publishing the recommendation 
of the Hematology Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane. Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health. Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere In this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
Russell viper venom reagents: 

1. Identification: Russell viper venom 
reagent is a device used to determine 
the cause of an increase in the 
prothrombin time. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that Russell viper venom 
reagents be classified into class I 
(general controls) because the Panel 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of these devices. The Panel 
recommended that the product labeling 
be required to state that the user should, 
w hen changing from one lot of reagent 
to another, check the calibration of this 
test for proper venom concentration. 
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4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members' personal knowledge of. 
clinical experience with, this device. 
Additionally, the Panel members 
considered a study that suggested that 
this reagent be used to investigate 
prolonged prothrombin times (Ref. /) 
and a study of the coagulant activity of 
the venom (Ref. 2). 

5. Risks to health: Misdiagnosis and 
inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of a 
deficiency in factor VII (the coagulation 
factor proconvertin). Inappropriate 
therapy based on inaccurate diagnostic 
data may place the patient at risk. There 
is a risk of bleeding during surgery or 
other procedure. 

Proposed Classification 

The FDA agrees with the Panel’s 
recommendation and is proposing that 
Russell viper venom reagents be 
classified into class I (general controls) 
with no exemptions. The agency 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. Hougie. C.. E. M. Barrow, and J. B. 
Graham. “Stuart Clotting Defect 1. 

Segregation of an Hereditary Hemorrhagic 
State from the Heterogeneous Croup 
Heretofore Called ‘Stable Factor’ (SPCA 
Proconvertin, Factor VU) Deficiency.** Journal 
of Clinical Investigation. 30:485-496,1957. 

2. Macfarlane. R. G.. “The Coagulant 
Action of Russell’s Viper Venom, the Use of 
Antivenom in Defining Its Reaction with a 
Serum Factor," British Journal of 
Haematology. 7:496-511. 1961. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under the 
authority delegated to the Commissioner 
of Food and Drugs (21 CFR 5.1), it is 
proposed that Part 864 be amended in 
Subpart I by adding new § 864.8950 as 
follows: 

§ 864.8950 Russell viper venom reagent 

(a) Identification. Russell viper venom 
reagent is a device used to determine 
the cause of an increase in the 
prothrombin time. 

(b) Classification . Class I (general 
controls). 

Interested persons may. on or before 
November 13.1979, submit to the 


Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane. Rockville, MD 20857. 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified w ith 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-27696 Filed 9-10- 79: 945 am| 

BILLING COO€ 41 KM»-M 


121 CFR Part 8641 

(Docket No. 78N-1918J 

Medical Devices; Classification of 
Blood Bank Supplies 

AGENCY: Food and Drug Administration. 
action: Proposed rule. 


summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying blood bank supplies into 
class I (general controls). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

DATES: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 

ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health. Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910. 
301-427-7234. 


SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding to the classification of blood 
bank supplies: 

1. Identification: Blood bank supplies 
are general purpose devices for in vitro 
use in blood banking. This generic type 
of device includes products such as 
blood bank pipettes, blood grouping 
slides, blood typing tubes, blood typing 
racks, and cold packs for antisera 
reagents. The device does not include 
articles that are licensed by FDA's 
Bureau of Biologies. 

2. Recommended classification: Class 
I (general controls). The Panel 
Recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that blood bank supplies 
be classified into class I because the 
Panel believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the devices. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members* personal knowledge of. and 
clinical experience with, blood bank 
supplies which indicates that these 
devices are routinely used in blood 
banking and do not present any 
significant risk to health. 

5. Risks to health: None identified. 
Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
blood bank supplies be classified into 
class 1 (general controls), with no 
exemptions. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the devices. 

Therefore, under the Federal Food 
Drug, and Cosmetic Act (secs. 513, 
701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended by adding 
Subpart} including new § 864.9050 as 
follows: 

Subpart J—Products Used in 
Establishments That Manufacture 
Blood and Blood Products 

§ 864.9050 Blood bank supplies. 

(a) Identification. Blood bank supplies 
are general purpose devices for in vitro 
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use in blood banking. This generic type 
of device includes products such as 
blood bank pipettes, blood grouping 
slides, blood typing tubes, blood typing 
racks, and cold packs for antisera 
reagents. The device does not include 
articles that are licensed by the Bureau 
of Biologies of the Food and Drug 
Administration. 

(b) Classification. Class I (general 
controls.). 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane, Rockville, MD 20857. 
written comments regarding this 
proposal Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17 1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A ffairs. 

|FR Doc. 79-27007 Filed 9-10-79:8:45 ari| 
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(21 CFR Part 864) 

(Docket No. 78N-1919] 

Medical Devices; Classification of 
Containers for the Collection and 
Processing of Blood and Blood 
Components 

agency: Food and Drug Administration 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying containers for the collection 
and processing of blood and blood 
components into class 11 (performance 
standards). The FDA is also publishing 
the recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 


become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT*. 

William C. Dierkshetde. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring. MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of containers 
for the collection and processing of 
blood and blood components: 

1. Identification: A container for the 
collection and processing of blood and 
blood components is an empty plastic 
bag or plastic or glass bottle used to 
collect, store, or transfer blood and 
blood components for further 
processing. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a medium priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that empty containers for 
the collection and processing of blood 
and blood components be classified into 
class II to provide for control of the risk 
of contamination of the blood or blood 
components placed in these containers. 
Contamination may be bacterial or may 
be due to toxic substances leached from 
the plastic used to construct the 
container. The Panel believes that 
general controls would not provide 
sufficient control over this 
characteristic. The Panel believes that a 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members' clinical experience with 
blood collection and processing 
containers. 

5. Risks to health: (a) Bacterial 
contamination: Improper sterilization 
may result in bacterial contamination of 


the blood or blood component, (b) 
Emboli: The container may contain 
particulate matter that could cause 
emboli if infused into the patient’s 
circulation, (c) Toxicity: The plastic 
container may leach carcinogenic or 
toxic materials such as plasticizers into 
the blood or blood component stored in 
it. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
containers for the collection and 
processing of blood and blood 
components be classified into class II 
(performance standards). The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
there is sufficient information to 
establish a standard for this device. The 
agency has obtained additional data 
and information on the device to 
determine w hether reasonable 
assurance of the safety and 
effectiveness of the device can be 
provided by a performance standard. 
Blood or blood components must be 
administered to a patient through 
administration sets which contain filters 
to remove particulate matter, thereby 
minimizing the risk of emboli. The 
viability of blood cells stored in plastic 
bags is influenced by the characteristics 
of the plastic from which the bag is 
manufactured (Refs. U 2, and 3). 
Significant characteristics include the 
surface, thickness, and any substances 
that blood or blood components may 
leach from the plastic (Ref. /). It i 9 
known that human or animal blood will 
extract plasticizers such as di-2- 
ethylhexyl phthalate (DEHP) from 
polyvinyl chloride (PVC) blood bags, 
tubing, and medical devices (Refs. 4 and 
5). Significant amounts of DEHP have 
been detected in plasma prepared from 
whole blood stored in PVC bags at 4° C 
(Ref. 6). Transfusion of blood stored in 
plastic bags has resulted in detectable 
amounts of DEHP in patients* lungs, 
livers, and spleens (Ref. 7). Contact with 
PVC plastics or the resins, plasticizers, 
and stabililizers constituting these 
plastics has been shown to have a 
destructive effect on animals (Refs. 7, 8. 
and 9), biological systems (Refs. 10 and 
11), and antisera (Ref. 10). It has not 
been demonstrated that the infusion of 
blood or blood products containing 
DEHP has any adverse effects on 
humans (Refs. 6 through 12). However, 
the effects of long-term or repeated 
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exposure to DEHP, especially in the case 
of transfusion recipients who are 
already in a weakened state, merits 
continued investigation (Refs. 13 and 
14), New plastics that are developed as 
alternatives to RVC must be carefully 
evaluated for their potential for leaching 
toxic or carcinogenic substances (Ref.‘7l. 
The International Organization for 
Standardization has developed a 
standard for plastics and collapsible 
containers for blood and blood 
components (Ref. 15). 
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Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart J by 
adding new § 864.9100, to read as 
follows: 

§ 864.9100 Container for the collection 
and processing of blood and blood 
components. 

(a) Identification. A container for the 
collection and processing of blood and 
blood components is an empty plastic 
bag or plastic or glass bottle used to 
collect, store, or transfer blood and 
blood components for further 
processing. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory A {fairs. 

(FR Doc. 79-27fiU8 Filed fr-10-79; a 45 aro| 
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[21 CFR Part 864) 

[Docket No. 78N-1920] 

Medical Devices; Classification of 
Vacuum-Assisted Blood Collection 
Systems 

agency: Food and Drug Administration. 
action: Proposed Rule. 


SUMMARY: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying vacuum-assisted blood 
collection systems into class I (general 
controls). The FDA is also publishing the 
recommendations of the Hematology 
Device Classification Panel that the 
device be classified into class 1. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments PDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers lane, Rockville, MD 
20657. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health , Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910. 
301-427-7234 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides « 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of vacuum- 
assisted blood collection systems: 

1. Identification: A vacuum-assisted 
blood collection system is a device that 
uses a vacuum to draw blood for 
subsequent reinfusion. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no exemption. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that vacuum-assisted 
blood collection systems be Classified 
into class I because the Panel believes 
that general controls are sufficient to 
provide reasonable assurance of the 
safety and effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The panel 
based its recommendation upon the 
Panel members* knowledge of, and 
clinical experience with, blood 
collection. 
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5. Risks to health: (a) Collection of an 
incorrect amount of blood: An 
improperly calibrated or malfunctioning 
blood collection system could result in 
the collection of too much or too little 
blood, (b) Poor cell or component 
recovery: Drawing blood through a small 
opening using a vacuum may result in 
cell damage, such as red cell hemolysis 
(disruption of the cell membrane 
accompanied by the release of 
hemoglobin), during collection or 
processing. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
vacuum-assisted blood collection 
systems be classified into class I 
(general controls), with no exemptions. 
The agency believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
believes that if the operating 
instructions in the product labeling are 
followed carefully, the device will 
present minimal risks to health. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart J by 
adding new § 864.9125. to read as 
follows: 

§ 864.9125 Vacuum-assisted blood 
collection system. 

(a) Identification. A vacuum-assisted 
blood collection system is a device that 
uses a vacuum to draw blood for 
subsequent reinfusion. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13,1979 submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 


Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

JFR Doc 79-27899 Filed 9-10-79; 8:45 am) 
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(21 CFR Part 864] 

[Docket No. 78N-1921] 

Medical Devices; Classification of 
Processing Systems for Frozen Blood 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying processing systems for 
frozen blood into class II (performance 
standards). The FDA is also publishing 
the recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane. Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health. Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, and FDA advisory committee, 
made the following recommendation 
regarding the classification of 
processing systems for frozen blood: 

1. Identification: A processing system 
for frozen blood is a device used to 
glycerolize red blood cells prior to 
freezing to minimize hemolysis 
(disruption of the red cell membrane 


accompanied by the release of 
hemoglobin) due to freezing and thawing 
of red blood cells and to deglycerolize 
and wash thawed cells for subsequent 
reinfusion. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a medium priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that processing systems for 
frozen blood be classified into class II 
because a performance standard is 
necessary to control the risk of damage 
to blood cells from improper freezing. A 
performance standard also is needed to 
control the risk of a hemolytic 
transfusion reaction in the recipient 
because of improper removal of glycerol 
from blood to be transfused. The Panel 
believes that general controls would not 
provide sufficient control over these 
characteristics. The Panel believes that 
a performance standard would provide 

a reasonable assurance of the safety 
and effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ clinical experience with 
processing systems for frozen blood. The 
Panel believes that the American 
Association of Blood Banks’ guidelines 
provide an excellent basis for a 
performance standard (Ref. 7). 

5. Risks to health: (a) Hemolytic 
transfusion reaction: Incomplete 
removal of glycerol could result in a 
hemolytic transfusion reaction in the 
recipient of the transfused blood, lb) 
Infusion of damaged blood or blood 
components: If this device fails to 
perform satisfactorily, the blood or 
blood components recovered may not be 
suitable for use because of damage 
during collection or processing. One 
form of damage is red cell hemolysis. 
Infusion of damaged blood or blood 
components may harm the recipient, (c) 
Bacterial contamination: Improper 
freezing may result in bacterial 
contamination of the blood or blood 
components, (d) Toxicity: The plastics in 
this system may leach toxic substances 
into the blood or blood components 
exposed to them. 

Proposed Classification 

The FDA agrees with the Panel’s 
recommendation and is proposing that 
processing equipment for frozen blood 
be classified into class 11 (performance 
standards). The agency believes that 
performance standard is necessary for 
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this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard for 
this device. The agency has obtained 
additional data and information on the 
device to determine whether reasonable 
assurance of the safety and 
effectiveness of the device can be 
provided by a performance standard. 
Glycerol has been used as a 
cry ©preservative to protect red cells 
against freeze-thaw hemolysis for over 
25 years (Ref. 1). However, the addition 
of glycerol may result in hemolysis 
unless great care is taken. After 
thawing, the cryopreserved cells must 
be washed and deglycerolized. The 
washing process should maximize the 
red cell recovery and remove certain 
unwanted substances from the red cells. 
These substances include glycerol, the 
storage anticoagulant, plasma, white 
cells, platelets, certain additives, and 
infectious agents (Ref. 2). 
Deglycerolization presents the greatest 
difficulty in terms of time, cost, and red 
cell loss (Refs. 1, 3, and 4). The glycerol 
level should be less than 1 percent in 
blood to be used for transfusion. (Ref. 4). 
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placed in the office of the Hearing Clerk 
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Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart | by 
adding new § 864.9145, to read as 
follows: 


§ 864.9145 Processing system for frozen 
blood. 

(a) Identification. A processing 
system for frozen blood is a device used 
to glycerolize red blood cells prior to 
freezing to minimize hemolysis 
(disruption of the red cell membrane 
accompanied by the release of 
hemoglobin) due to freezing and thawing 
of red blood cells and to deglycerolize 
and wash thawed cells for subsequent 
reinfusion. 

(b) Classification . Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979 submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane, Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 
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121 CFR Part 864] 

l Docket No. 78N-1922] 

Medical Devices; Classification of 
Blood Group Substances of 
Nonhuman Origin for In Vitro 
Diagnostic Use 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying blood group substances of 
nonhuman origin for in vitro diagnostic 
use into class II (performance 
standards). The FDA is also publishing 
the recommendation of the Hematology 
Device Classification Panel that the 
device be classified jnto class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 


dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 

address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT. 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: # 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of blood 
group substances of nonhuman origin for 
in vitro diagnostic use: 

1. Identification: Blood group 
substances of nonhuman origin for in 
vitro diagnostic use are materials, such 
as blood group specific substances 
prepared from nonhuman sources (e.g., 
pigs, cattle,'and horses), used to detect 
identify, or neutralize antibodies to 
various human blood group antigens. 
This generic type of device does not 
include materials that are licensed by 
FDA’s Bureau of Biologies. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a low priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that blood group 
substances of nonhuman origin for in 
vitro diagnostic use be classified into 
class II to control the risk of transfusion 
reactions due to undetected antibodies 
in the recipient's serum. A standard 
prescribing acceptable ranges of 
sensitivity and specificity would 
minimize the possibility that an 
antibody would go undetected. The 
Panel believes that general controls 
would not provide sufficient control 
over these characteristics. The Panel 
believes that a performance standard 
would provide a reasonable assurance 
of the safety and effectiveness of the 
device and that there is sufficient 
information to establish a standard to 
provide such assurance. 
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4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ clinical experience with blood 
group substances. 

5. Risks to health: Transfusion 
reaction: If this device fails to perform 
satisfactorily, clinically significant 
antibodies may not be detected and 
identified, and this could result in a 
transfusion reaction. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
blood group substances of nonhuman 
origin for in vitro diagnostic use be 
classified into class U (performance 
standards). The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard for 
this device. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart J by 
adding new § 864.9160, to read as 
follows: 

§ 864.9160 Blood group substances of 
nonhuman origin for in vitro diagnostic use 

(a) Identification, Blood group 
substances of nonhuman origin for in 
vitro diagnostic use are materials, such 
as blood group specific substances 
prepared from nonhuman sources (e.g.. 
pigs, cows, and horses) used to detect, 
identify, or neutralize antibodies to 
various human blood group antigens. 
This generic type of device does not 
include materials that are licensed by 
the Bureau of Biologies of the Food and 
Drug Administration. 

(b) Classification. Class 11 
(performance standards). 

Interested persons may, on or before 
November 13.1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 


hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc. 79-27701 Filed 9-10-79; 8:45 om| 

BILLING CODE 4110-03-M 


[21 CFR Part 8641 

(Docket No. 78N-1923] 

Medical Devices; Classification of 
Automated Blood Grouping and 
Antibody Test Systems 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying automated blood grouping 
and antibody test systems into class II 
(performance standards). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers Lane, Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK^!40). Food and 
Drug Administration. Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of 


automated blood grouping and antibody 
test systems: 

1. Identification: An automated blood 
grouping and antibody test system is a 
device used to group erythrocytes (red 
blood cells) and to detect antibodies to 
blood group antigens. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that automated blood 
grouping and antibody test systems be 
classified into class II to control the 
incubation period, frequency of cell 
mixing, and temperature and 
concentration of reagents used so that 
inaccurate blood grouping will be 
minimized. The Panel believes that 
general controls would not provide 
sufficient control over these 
characteristics. The Panel believes that 
a performance standard would provide 
a reasonable assurance of the safety 
and effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommends ton is based: The Panel 
based its recommendation upon the 
Panel members’ clinical experience with 
blood grouping and antibody detection. 
The Panel believes that the American 
Association of Blood Banks’ standards 
for blood grouping provide an excellent 
basis for the development of a 
performance standard. 

5. Risks to health: (a) Transfusion 
reaction: If this device fails to perform 
satisfactorily, clinically significant 
antibodies may not be detected and 
identified. This failure could result in a 
transfusion reaction, (b) Hepatitis 
infection: Exposure of the user, donor, or 
patient to blood, blood products, or 
blood aerosols presents a risk of 
hepatitis infection, (c) Blood grouping 
errors: Failure of this device to perform 
satisfactorily may cause errors in blood 
grouping. This failure could result in the 
selection of an inappropriate blood 
group for transfusion and a subsequent 
transfusion reaction. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
automated blood grouping and antibody 
test systems be classified into class II 
(performance standards). The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
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would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
there is sufficient information to 
establish a standard for this device. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513. 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under the 
authority delegated to the Commissioner 
of Food and Drugs (21 CFR 5.1), it is 
proposed that Part 864 be amended in 
Subpart J by adding new § 864.9175 to 
read as follows: 

$ 664.9175 Automated blood grouping 
and antibody test system. 

(a) Identification . An automated blood 
grouping and antibody test system is a 
device used to group erythrocytes (red 
blood cells) and to detect antibodies to 
blood group antigens. 

(b) Classification . Class II 
(performance standards). 

Interested persons may. on or before 
November 13,1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20857, 
WTitten comments regarding this 
proposal. Four copies of ail comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m.. Monday 
through Friday. 

Dated August 17,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs . 

|PR Doc 7^-27702 Filed 9-10-79; 8:45 am) 

81 LUNG COO£ 4110-03-M 


121 CFR Part 864] 
lOocket No. 78N-1924J 

Medical Devices; Classification of 
Blood Grouping View Boxes 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying blood grouping view boxes 
into class I (general controls). The FDA 
is also publishing the recommendations 
of the Hematology Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that tha device 
meet only the general controls 
applicable to all devices. After 


considering public comments FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide. Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration, Department of 
Health , Education, and Welfare, 8757 
Georgia Ave., Silver Spring. MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of blood 
grouping view boxes: 

1. Identification: A blood grouping 
view box is a device with a glass or 
plastic viewing surface, which may be 
illuminated and heated, that is used to 
view cell reactions in antigen-antibody 
testing. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that blood grouping view 
boxes be Classified into class I because 
the Panel believes that general controls 
are sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members' clinical experience in antigen- 
antibody testing. 

5. Risks to health: Inaccurate blood 
grouping: If the temperature of this 
device exceeds a certain level, antigen- 
antibody reactions will be affected, and 
inaccurate blood grouping may result. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
blood grouping view boxes be classified 
into class I (general controls), with no 


exemptions. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart J by 
adding new § 864.9185. to read as 
follows: 

§ 864.9185 Blood grouping view box. 

(a) Identification . A blood grouping 
view box is a device with a glass or 
plastic viewing surface, which may be 
illuminated and heated, that is used to 
view cell reactions in antigen-antibody 
testing. 

(b) Classification. Class I (general 
controls). 

Interested persons may. on or before 
November 13.1979, submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane. Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments. The comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
9 a.m. and 4 p.m.. Monday through 
Friday. 

Dated: August 17,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

[FR Doc 79-27703 Filed 9-10-79; 8:46 am] 
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121 CFR Part 8641 
[Docket No. 78N-1925) 

Medical Devices; Classification of 
Blood Mixing and Weighing Devices 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying blood mixing and weighing 
devices into class I (general controls). 
The FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class 1. The 
effect of classifying a device into class I 
is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
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comments, FDA will issue a Final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
DATES: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration. Department of 
Health. Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of blood 
mixing and weighing devices: 

1. Identification: A blood mixing and 
weighing device is a device used to mix 
blood or blood components by agitation 
or to weigh blood or blood components 
as they are collected. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary the reasons for 
recommendation: The Panel 
recommends that blood mixing and 
weighing devices be classified into class 
I because these are simple devices in 
common use that do not present any 
risks to health. The Panel believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ knowledge of, and clinical 
experience with, blood mixing and 
weighing devices. 

5. Risks to health: None identified. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
blood mixing and weighing devices be 
classified into class I (general controls), 
with no exemptions. The agency 
believes that general controls are 
sufficient to provide reasonable 


assurance of the safety and 
effectiveness of the devices. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart J by 
adding new § 864.9195. to read as 
follows: 

§ 864.9195 Blood mixing and weighing 
device. 

(a) Identification. A blood mixing and 
weighing device is a device used to mix 
blood or blood components by agitation 
or to weigh blood or blood components 
as they are collected. 

(b) Classification. Class I (general 
controls). 

Interested persons may. on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane, Rockville, MD 20857, # 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory A ffairs. 

|PR Doc. 79-27701 Filed 9-10-79:845 am| 

BILLING CODE 4110-03-M 


[21 CFR Part 864] 

[Docket No. 78N-19261 

Medical Devices; Classification of 
Blood and Plasma Warming Devices 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying non-electromagnetic blood 
and plasma warming devices into class 
II (performance standards) and 
electromagnetic blood and plasma 
warming devices into class III 
(premarket approval). The FDA is also 
publishing the recommendation of the 
Anesthesiology Device Classification 
Panel that nonelectromagnetic blood 
warmers be classified into class II and 
the electromagnetic blood warmers be 
classified into class III. and the 


recommendation of the Hematology 
Device Classification Panel that all 
blood and plasma warming devices be 
classified into class II. The effect of 
classifying a device into class II is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. The effect of classifying a 
device into class III is to provide for 
each manufacturer of the device to 
submit to FDA a premarket approval 
application at a date to be set in a future 
regulation. Each application includes 
information concerning safety and 
effectiveness tests of the device. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register, 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT. 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Pane) Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel and the Anesthesiology Device 
Classification Panel, two FDA advisory 
committees, made the following 
recommendations regarding the 
classification of blood and plasma 
warming devices: 

1. Identification: A 

nonelectromagnetic blood and plasma 
warming device is a device that warms 
blood or plasma, by means other than 
electromagnetic radiation, prior to 
administration. An electromagnetic 
blood and plasma warming device is a 
device that employs electromagnetic 
radiation (radiowaves or microwaves) 
to warm a bag or bottle of blood or 
plasma prior to administration. 

2. Recommended classification: The 
Anesthesiology Device Classification 
Panel recommends that 
nonelectromagnetic blood warmers be 
classified into class II (performance 
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standards) and that establishing a 
performance standard for this device be 
a high priority. The Anesthesiology 
Device Classification Pane) recommends 
that electromagnetic blood warmers be 
classified into class III (premarket 
approval) and that premarket approval 
for this device be a low priority. The 
Hematology Device Classification Panel 
recommends that all blood and plasma 
warming devices be classified into class 
II and that establishing a performance 
standard for this device be a low 
priority. 

3. Summary of reasons for 
recommendation: The Anesthesiology 
Device Classification Panel recommends 
that noneiectromagnetic blood warmers 
be classified into class II (performance 
standards) because the Panel believes 
that the characteristics of these devices 
need to be controlled to assure that 
proper blood temperature is attained 
and that the system is leak-free to 
prevent air emboli from entering the 
patient The Panel believes that genera) 
controls would not provide sufficient 
control over these characteristics. The 
Panel believes that a standard would 
provide a reasonable assurance of the 
safety and effectiveness of the 
noneiectromagnetic blood warmer and 
that there is sufficient information to 
establish a standard to provide such 
assurance. The Anesthesiology Device 
Classification Panel recommends that 
the electromagnetic blood warmer be 
classified into class III (premarket 
approval) because the device presents a 
potential unreasonable risk of illness or 
injury to the recipient if hemolyzed 
blood is infused. Because of the manner 
in which the radiation is emitted and 
reflected within the microwave warmer, 
the device heats blood unevenly. 

Uneven heating results in hot spots that 
can cause hemolysis (disruption of the 
red blood cells accompanied by release 
of hemoglobin). A means of eliminating 
this uneven heating has not been 
developed. The Panel believes that 
general controls would not provide 
sufficient control over this 
characteristic. The Panel believes that 
insufficient information exists to 
establish a performance standard that 
would prevent uneven heating and thus 
provide reasonable assurance of the 
safety and effectiveness of the device. 
The device, therefore, should be subject 
to premarket approval to assure that 
manufacturers demonstrate satisfactory 
performance of the device and thus 
assure its safety and effectiveness. The 
Hematology Device Classification Panel 
recommends that blood and plasma 
warming devices be classified into class 
II to assure that a standard controls the 


temperature of the wanner and thus 
prevents damage to the blood or plasma. 
The Panel believes that general controls 
would not provide sufficient control 
over this characteristic. The Panel 
believes that a performance standard 
will provide a reasonable assurance of 
the safety and effectiveness of the 
device and that there is sufficient 
information to establish a standard to 
provide such assurance. 

4. Summary of data on which the 
recommendation is based: The Panels 
based their recommendations on the 
Panel members’ personal knowledge of. 
and clinical experience with, the 
warming of blood and plasma. 

5. Risks to health: The Anesthesiology 
Device Classification Panel identified 
the Following risks to health: (a) Infusion 
of chilled, hemolyzed. or coagulated 
blood: If a blood and plasma warming 
device falls to heat blood properly, the 
blood may be damaged. Uneven heating, 
a potential problem with the 
electromagnetic warmer, or excessive 
heating, a potential problem with both 
the electromagnetic and the 
noneiectromagnetic warmers, may cause 
hemolysis or coagulation of the blood. If 
hemolyzed or coagulated blood is 
infused into a patient, the patient could 
suffer pulmonary or cerebral 
complications or death. If chilled blood 
is infused into a patient, hypothermia 
(abnormally reduced body temperature) 
or cardiac arrest may occur, (bj Air 
emboli: With respect to the type of 
noneiectromagnetic warmer that 
consists of a coil of plastic tubing that is 
placed in a water bath or electric 
warmer, leaks in the tubing or 
inadequate trapping of flushed gas may 
allow air emboli to enter the patient (c) 
Electromagnetic interference: The 
radiation emitted by the electromagnetic 
blood and plasma warmer could 
produce electromagnetic interference in 
other medical devices, and may thus 
result in erroneous data and 
inappropriate therapy. 

The Hematology Device Classification 
Panel identified the following risk to 
Tiealth: (d) Bleeding: Failure of a blood 
and plasma warming device to perform 
satisfactorily may result in overheating 
and damage to blood cells, components, 
or blood products. Overheating damages 
blood or denatures plasma protein by 
inactivating various coagulation factors. 
Bleeding can result in patients who 
receive damaged blood or plasma. 

Proposed Classification 

FDA agrees with both Panels’ 
recommendations with respect to 
noneiectromagnetic blood and plasma 
warming devices and is proposing that 
these devices be classified into class II 


(performance standards). The agency 
has reviewed additional data and 
information concerning the device to 
determine whether a performance 
standard will provide reasonable 
assurance.of the safety and 
effectiveness of the device. One type of 
noneiectromagnetic blood and plasma 
warmer consists of a coil of plastic 
tubing that is inserted into the 
transfusion line. The coil is either 
immersed in an electrically heated 
water bath or placed between two 
electrically heated warming plates. This 
type requires use of a long piece of 
tubing to warm the blood sufficiently. 
Pressure must be exerted to force the 
cold, highly viscous blood through the 
tubing, and the greater the length of the 
tubing, the more pressure is required. 

This pressure may hemolyze the blood. 
The infusion rate that can be achieved 
with this type of device is necessarily 
slow, due to the length of time required 
to warm the blood- Therefore, this type 
of device is not suitable for rapid, 
massive transfusions in emergency 
situations (Refs. I through 4). Another 
type of noneiectromagnetic warmer 
heats a plastic bag of blood or plasma 
between two electrically heated 
warming plates. The agency believes 
that a performance standard is 
necessary for both ty pes of this device 
because general controls alone are 
insufficient to contorl the risks to health 
presented by this device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

FDA is proposing that electromagnetic 
blood and plasma warming devices be 
classified into class HI (premarket 
approval). With respect to these devices, 
the agency agrees with the 
recommendation of the Anesthesiology 
Device Classification Panel that the 
devices be classified into class 111 and 
disagrees with the recommendation of 
the Hematology Device Classification 
Panel that the devices be classified into 
class II. Before deciding which Panel’9 
recommendation to accept, the agency 
reviewed additional data and 
information concerning the device to 
determine whether general controls 
alone would provide reasonable 
assurance of the safety and 
effectiveness of the device or whether 
sufficient information exists to establish 
a performance standard to provide such 
assurance. Microwave blood and 
plasma warmers were in widespread 
use in the United States by the late 
1960’s. This type of warmer consists of a 
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microwave oven containing apparatus 
that rotates the unit of blood, a 
temperature sensor that shuts off the 
device when the temperature of the unit 
of blood reaches a certain range, a timer 
that shuts off the device after a preset 
time regardless of the temperature of the 
unit of blood, and special shielding 
intended to eliminate uneven heating of 
the unit of blood (Refs. 2 through 6). 
Despite improvements designed to 
provide more uniform distribution of 
radiant energy, reports of hemolysis of 
units of blood began to appear by 1971 
(Refs. 2, 5, and 7). There have been two 
reports of overheating due to improper 
placement ot the temperature sensor 
(Ref. 5) and improper positioning of the 
unit of blood (Ref. 7). However, 
hemolysis has resulted even when the 
manufacturer’s instructions were 
followed precisely (Refs. 2 and 5). In one 
report the temperature sensing and 
control apparatus were inadequate, and 
small units of blood, i.e., 250 to 300 
milliliters, exhibited substantial 
hemolysis (Ref. 2). There are two types 
of overheating, gross and focal, that may 
damage blood. Gross overheating refers 
to a siutation in which the average 
temperature of the unit of blood is 
excessive. The agency believes that a 
standard assuring proper performance 
of the temperature sensing and control 
apparatus could control this risk. Focal 
overheating, the occurrence of hot spots 
within a unit of blood due to uneven 
power distribution, presents a more 
difficult problem. Hot spots are caused 
by the emission of radiation from a 
single point in the warmer and 
numerous subsequent internal 
reflections. At certain points within the 
warmer, the reflected radiations interact 
in an additive fashion and produce hot 
spots that are not detected by the 
temperature sensor. An effective means 
of eleminating hot spots has yet to be 
developed. Because radiowave warmers 
are similar in design to microwave 
warmers, the agency believes that 
radiowave warmers present a similar 
risk of undetected hot spots, and 
resulting hemolysis, in units of heated 
blood. Furthermore, there have been few 
studies of the effects of microwave or 
radiowave heating upon blood cells. It is 
possible that a microwave warmer 
produces a population of damaged but 
intact erythrocytes with a shortened in 
vivo survival (Ref. 7). An additional 
hazard related to the use of microwave 
blood warmers is that the personnel 
operating the device may be exposed to 
microwave radiation. Microwaves have 
been implicated in cataract formation 
(Refs. 8 and 9) and cardiovascular 
disease (Ref. 10). Like the 


Anesthesiology Device Classification 
Panel, the agency believes that the 
electromagnetic blood and plasma 
warmer presents a potential 
unreasonable risk of illness or injury 
(including death) if hemolyzed blood is 
transfused into a patient. The agency 
also believes that the device is for a use 
(heating blood for use in massive, 
emergency transfusions) that is of 
substantial importance in preventing 
impairment of human health. The 
agency believes that premarket approval 
is necessary for the device because 
general controls are insufficient to 
control this risk and thus to provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is insufficient 
information to establish a performance 
standard to control this risk and thus to 
provide reasonable assurance of the 
safety and effectiveness of the device. 
When the electromagnetic blood and 
plasma warmer undergoes premarket 
approval, manufacturers will be 
required to demonstrate that their 
devices meet any performance 
standards for nonelectromagnetic blood 
and plasma warmers with respect to 
maintenance of blood temperatures and 
adequacy of the temperature control 
apparatus. If no such standard exists, 
these manufacturers will be required to 
demonstrate satisfactory performance in 
these respects. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 
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Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart J by 
adding new § 864.9205, to read as 
follows: 

§ 864.9205 Blood and plasma warming 
device. 

(a) Nonelectromagnetic blood or 
plasma warming device —(1) 
Identification. A nonelectromagnetic 
blood and plasma warming device is a 
device that warms blood or plasma, by 
means other then electromagnetic 
radiation, prior to administration. 

(2) Classification. Class II 
(performance standards). 

(b) Electromagnetic blood and plasma 
warming device— (1 ) Identification. An 
electromagnetic blood and plasma 
warming device is a device that employs 
electromagnetic radiation (radiowaves 
or microwaves) to warm a bag or bottle 
of blood or plasma prior to 
administration. 

(2) Classification. Class III (permarket 
approval). 

Interested persons may. on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments. The comments are to be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this document. Received comments 
may be seen in the above office between 
the hours of 9 a.m. and 4 p.m.. Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory A ffairs. 

|FR Doc. TV-27705 Filed fr-10-78; H45 am) 

BILLING COOE «110-C3-M 
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]21 CFR Part 864] 

I Docket No. 78N-1927) 

Medical Devices; Classification of Cell- 
Freezing Apparatus and Reagents for 
In Vitro Diagnostic Use 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying cell-freezing apparatus and 
reagents for in vitro diagnostic, use into 
class I (general controls). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class L The effect of classifying a device 
into class 1 is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration. Rm, 4- 
65, 5600 Fishers Lane. Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT*. 

William C. Dierksheide. Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration, Department of 
Health, Education, and Welfare. 8757 
Georgia Ave.. Silver Spring, MD 20910. 
301-427—7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel an FDA advisory committee, 
made the following recommendation 
regarding the classification of cell¬ 
freezing apparatus and reagents for in 
vitro diagnostic use: 

1. Identification: Cell-freezing 
apparatus and reagents for in vitro 
diagnostic use are devices used to freeze 
human red blood cells for in vitro 
diagnostic use. 

2. Recommended classification: Class 
1 (general controls). The Panel 
recommends that there be no 
exemptions. 


3. Summary of reasons for 
recommendation: The Panel 
recommends that cell-freezing apparatus 
and reagents for in vitro diagnostic use 
be classified into class 1 because the 
Panel believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of this device. The Panel 
noted that freezing red cells does not 
alter the antigens and any hemolysis 
(disruption of red cell membrane 
accompanied by the release of 
hemoglobin) that occurs is easily 
detectable. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members* clinical experience with cell 
freezing apparatus and reagents for in 
vitro diagnostic use. 

5. Risks to health: Blood cell damage: 
The red blood cells that are recovered 
may not be suitable for use because of 
damage, e.g„ hemolysis, during 
collection or processing. Use of 
damaged red cells may result in 
inaccurate test results. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
cell-freezing apparatus and reagents for 
in vitro diagnostic use be classified into 
Class I (general controls), with no 
exemptions. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513. 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1). it is proposed to 
amend Part 864 in Subpart 1 by adding 
new § 864.9225. to read as follows: 

§ 864.9225 Cell-freezing apparatus and 
reagents for in vitro diagnostic use. 

(a) Identification. Cell-freezing 
apparatus and reagents for in vitro 
diagnostic use are devices used to freeze 
human red blood cells for in vitro 
diagnostic use. 

(b) Classification. Class l (general 
controls). 

Interested persons may. on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 


document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 pjn.. Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

|Fit Doc 79-27706 Filed MO-7B: nni| 

BILLING CODE 4110-03-N 


|21 CFR Part 864] 

I Docket No. 78N-1928) 

Medical Devices; Classification of 
Automated Blood Cell Separators 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying automated blood cell 
separators into class III (premarket 
approval). The FDA is also publishing 
the recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class III. The 
effect of classifying a device into class 
III is to provide for each manufacturer of 
the device to submit to FDA a premarket 
approval application at a date to be set 
in a future regulation. Each application 
includes information concerning safety 
and effectiveness tests of the device. 
After considering public comments. FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration. Rm. 4- 
65. 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide. Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration. Department of 
Health. Education, and Welfare, 8757' 
Georgia Ave.. Silver Spring. MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee. 
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made the following recommendation 
regarding the classification of 
automated blood cell separators: 

1. Identification: An automated blood 
cell separator is a device that 
automatically removes whole blood 
from a donor, separates the blood into 
components (red blood cells, white 
blood cells, plasma, and platelets), 
retains one or more of the components, 
and returns the remainder of the blood 
to the donor. The components obtained 
are transfused or used to prepare blood 
products for administration. 

2. Recommended classification: Class 
III (premarket approval). The Panel 
recommends that premarket approval of 
this device be a high priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that automated blood cell 
separators be classified into class III 
because the device is purported or 
represented to be for use in the 
preparation of blood components for 
transfusion, a use that is of substantial 
importance in preventing impairment of 
human health. In addition, the device 
presents a potential unreasonable risk of 
illness or injury to the donor or the 
recipient. The major risk to the donor’s 
health is that removing blood, handling 
the blood outside the patient's body, and 
returning the blood to the patient’s 
circulation could injure the cellular 
components and could activate the 
complement system (a series of 
enzymatic proteins that interact to 
combine with the antigen-antibody 
complex, destroying antigen in the form 
of an intact cell). The Panel indicated its 
concern about leaks in the separator 
that can result in blood or pressure loss, 
the risk of hepatitis due to improper 
decontamination of the separator 
system between procedures, and the 
blood compatibility of the various 
segments of the separator. The Panel 
believes that general controls would not 
provide sufficient control over these 
characteristics. The Panel believes that 
insufficient information exists to 
establish a performance standard that 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. Therefore, the device should be 
subject to premarket approval to assure 
that manufacturers demonstrate 
satisfactory performance of the device 
and thus assure its safety and 
effectiveness. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the 
information provided by Dr. Thomas F. 
Necheles, the Panel’s Chairman, and Dr. 
Dennis Goldfinger, a Panel member, and 
on the Panel members’ clinical 
experience with this device. Dr. 


Necheles routinely uses automated 
blood cell separators to obtain white 
blood cells for infusion into patients. He 
has observed several instances in which 
recipient patients developed severe 
fevers because of the breakdown of 
granulocytes (leukocytes containing 
granules) during the pump cycle of the 
separator. Dr. Necheles also described 
several other patients’ experiences with 
severe bleeding after infusion of white 
cells obtained with a blood cell 
separator. Dr. Goldginer, who has 
extensive blood-banking experience, 
stated that there is very little 
information available regarding the 
hazards associated with the device. He 
attributed this lack of information to the 
absence of a suitable forum for the 
exchange of information concerning 
problems with the use of automated 
blood cell separators. 

5. Risks to health: (a) Hepatitis 
infection: Exposure of the user, donor, or 
patient to blood, blood products, or 
blood aerosols presents a risk of 
hepatitis infection, (b) Poor cell or 
component recovery: If this device fails 
to perform satisfactorily, the blood or 
blood components recovered may not be 
suitable for use because of cell damage 
during collection or processing. One 
form of damage is red cell hemolysis 
(disruption of the cell membrane 
accompanied by the release of 
hemoglobin), (c) Electrical shock: The 
user faces the risk of electrical shock 
from the electrical system of the device, 
(d) Adverse donor reactions: If the 
device fails to perform satisfactorily, the 
following donor reactions may occur (1) 
shock resulting from blood loss; (2) 
abdominal pain due to infection or the 
sequestering of damaged cells by organs 
such as the liver or spleen; (3) toxic 
reaction to high levels of anti-coagulants 
such as citrate or heparin that the 
instrument adds to the blood before it is 
returned to the donor (4) a stress 
reaction due to the removal or loss of 
blood; (5) thrombosis due to activation 
of clotting factors by air or surfaces 
within the device; (6) fever or local 
infection due to bacterial contamination 
of the blood returned to the donor, and 
(7) a susceptibility to hemorrhage due to 
the loss of platelets. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
automated blood cell separators be 
classified into class III (premarket 
approval). The agency has obtained 
additional data and information 
concerning automated blood cell 
separators. Moriau, De Bruyere, and 
Bellenot (Ref. 1) recommend that the 
donor’s blood pressure and 


electrocardioscopic and fluid balance 
changes be monitored and that the 
plasma replacement fluids contain an 
appropriate amount of calcium and be 
free of hepatitis antigen. Sterilization of 
the cell separator bowl is also a concern 
(Ref. 2). There have been instances of 
thromboembolism in white cell donors 
due to platelet-white cell aggregates 
(Ref. 3). The automated blood cell 
separator must also meet the 
requirements of 21 CFR Part 606. relating 
to good manufacturing practices for 
blood and blood components, 
specifically § 606.65, which requires that 
all surfaces which contact the blood or 
blood component be sterile, pyrogen- 
free, and not have an adverse effect 
upon the blood or blood component 
(Ref. 4). The agency believes that the 
device is purported or represented to be 
for use in the preparation of blood 
components for transfusion, a use that is 
of substantial importance in preventing 
impairment of human health. The 
agency believes that the device presents 
a potential unreasonable risk of illness 
or injury because of the possible 
adverse donor reactions and the 
possibility of delivering altered, 
damaged, or contaminated blood or 
blood components to the recipient. The 
agency believes that insufficient 
information exists to determine that 
general controls will provide reasonable 
assurance of the safety and 
effectiveness of the device and that 
insufficient information exists to 
establish a performance standard to 
provide this assurance. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.nu, 
Monday through Friday. 
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Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart J by 
adding new § 864.9245, to read as 
follows: 

§ 864.9245 Automated blood cell 
separator. 

(a) Identification . An automated 
blood cell separator is a device that 
automatically removes whole blood 
from a donor, separates the blood into 
components (red blood cells, white 
blood cells, plasma, and platelets), 
retains one or more of the components, 
and returns the remainder of the blood 
to the donor. The components obtained 
are transfused or used to prepare blood 
products for administration. 

(b) Classification. Class III (premarket 
approval). 

Interested persons may, on or before 
November 13,1979 submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-27707 Filed 9-10-79. 945 am) 

BILLING COOC 4110-03-41 


|21 CFR Part 864] 

IDocfcet No. 78N-1929] 

Medical Devices; Classification of 
Blood Bank Centrifuges for In Vitro 
Diagnostic Use 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying blood bank centrifuges for in 
vitro diagnostic use into class I (general 
controls). The FDA is also publishing the 
recommendation of ihe Hematology 
Device Classification Panel that the 
device be classified into class 1. The 
effect of classifying a device into class I 


is to require that the device meet only 
the general controls applicable to all 
devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. It it proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of blood 
bank centrifuges for in vitro diagnostic 
use: 

1. Identification: A blood bank 
centrifuge for in vitro diagnostic use is a 
device used only to separate blood cells 
for further diagnostic testing. 

2. Recommended classification: Class 
1 (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that blood bank centrifuges 
for in vitro diagnostic use be classified 
into class I because the Panel believes 
that general controls are sufficient to 
provide reasonable assurance of the 
safety and effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ clinical experience with 
blood bank centrifuges. 

5. Risks to health: (a) Transfusion 
reaction: Failure of this device to 
perform satisfactorily may cause errors 
in blood grouping. This failure could 
result in the selection of an 
inappropriate blood group for 
transfusion and a subsequent 
transfusion reaction, (b) Hepatitis 
infection: Exposure of the user, donor, or 
patient to blood, blood products, or 


blood aerosols presents a risk of 
hepatitis infection. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
blood bank centrifuges for in vitro 
diagnostic use be classified into class 1 
(general controls), with no exemptions. 
The agency believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
believes that if thi9 centrifuge is 
operated according to the instructions in 
the labeling, and if blood samples are 
handled properly, the risks to health 
presented by the device are minimal. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1). it is proposed 
that Part 864 be amended in Subpart J by 
adding new § 864.9275. to read as 
follows: 

§ 864.9275 8k>od bank centrifuge for in 
vitro diagnostic use. 

(a) Identification . A blood bank 
centrifuge for in vitro diagnostic use is a 
device used only to separate blood cells 
for further cliagnostic testing. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13.1979. submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Af fairs . 

|FR Doc. 79-27706 Piled 9-10-79 *45 .nn| 

BILLING COOE 4110-00-41 


121 CFR Part 864J 

(Docket No. 78N-1930) 

Medical Devices; Classification of 
Automated Cell-Washing Centrifuges 
for Immuno-Hematology 

agency: Food and Drug Administration. 
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action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying automated cell-washing 
centrifuges for immuno-hematology into 
class II (performance standards). The 
FDA is also publishing the 
recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments. FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers Lane, Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of 
automated cell-washing centrifuges for 
immuno-hema tology: 

1. Identification: An automated cell¬ 
washing centrifuge for immuno- 
hematology is a device used to separate 
and prepare cells and sera for further in 
vitro diagnostic testing. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a low priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that automated cell¬ 
washing centrifuges for immuno- 
hematology be classified into class 11 to 
assure, by controlling the amount of 
saline used to wash the cells and the 


length of the spin, wash, and decant 
cycles, that the cells and sera prepared 
are free of interfering substances that 
may invalidate test results. The Panel 
believes that general controls would not 
provide sufficient control over this 
characteristic. The Panel believes that a 
performance standard would provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficent information to 
establish a standard to provide such 
assurance. 

4. Summary of data upon which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members' clinical experience with 
the cell-washing centrifuge for immuno- 
hematology. 

5. Risks to health: (a) Transfusion 
reaction: If this device fails to perform 
satisfactorily, clinically significant 
antibodies may not be detected and 
identified. This failure could result in a 
transfusion reaction, (b) Hepatitis 
infection: Exposure of the user, donor, or 
patient to blood, blood products, or 
blood aerosols presents a risk of 
hepatitis infection. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
automated cell-washing centrifuges for 
immuno-hematology be classified into 
class U (performance standards). The 
agency has obtained additional data 
and information on the device to 
determine whether reasonable 
assurance of the safety and 
effectiveness of the device can be 
provided by a performance standard. 
The American Association of Blood 
Banks (AABB) has made 
recommendations concerning automated 
cell washers (Ref. i). The AABB notes 
that the stream of saline used to 
resuspend the pellet of cells must be 
directed so that the cells are fully 
resuspended without creating a large 
amount of foam that may cause cross 
contamination. The fluid must be 
decanted from the cell pellet so that 
there are no residual amounts of serum 
that might interfere with further testing. 
The agency believes that the AABB 
recommendations will provide a basis 
for the establishment of a performance 
standard. The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a standard for 
this device. 


Reference 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

‘Technical Manual of the American 
Association of Blood Banks." 7th Ed., Miller, 
W. V., et al.. eds., J. B. Lippincott Co„ 
Philadelphia, pp. 298-301,1977. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Slat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart J by 
adding new § 864.9285 as follows: 

§ 864.9285 Automated cell-washing 
centrifuge for immuno-hematology. 

(a) Identification. An automated cell¬ 
washing centrifuge for immuno- 
hematology is a device used to separate 
and prepare cells and sera for further in 
vitro diagnostic testing. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979 submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65. 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

(FR Doc. 79-27709 Filed 9-10-79; &45 am) 

BILLING CODE 4119-03-11 

[21 CFR Part 864] 

(Docket No. 78N-1931] 

Medical Devices; Classification of 
Automated Coombs Test Systems 

agency: Food and Drug Administration. 
action: Proposed Rule. 

SUMMARY: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying automated Coombs test 
systems into class II (performance 
standards). The FDA is also publishing 
the recommendation of the Hematology 
Device Classification Panel that the 
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device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1970. 
dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
Hematology Device Classification Panel, 
an FDA advisory committee, made the 
following recommendation regarding the 
classification of automated Coombs test 
systems: 

1. Identification: An automated 
Coombs test system is a device used to 
detect and identify antibodies in patient 
sera or antibodies bound to red cells. 
The Coombs test is uesd for the 
diagnosis of hemolytic disease of the 
newborn and autoimmune hemolytic 
anemia. The test is also used in 
crossmatching and investigating 
transfusion reations and drug-induced 
red cell sensitization. 

2. Recommended classification: Class 
11 (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a medium priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that automated Coombs 
test systems be classified into class II, to 
assure by controlling the incubation 
period, the incubation temperature, the 
suspending medium, and the 
concentration of the cell suspension, 
that the device detects and accurately 
identifies antibodies. The Panel believes 
that general controls would not provide 
sufficient control over these 
characteristics. The Panel believes that 


a performance standard would provide 
a reasonable assurance of the safety 
and effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members' clinical experience with 
automated Coombs testing systems. The 
Panel believes that the American 
Association of Blood Banks’ guidelines 
for Coombs testing provide an excellent 
basis for the development of a 
performance standard (Ref. 7). 

5. Risks to health: (a) Misdiagnosis 
and inappropriate therapy: Failure of the 
device to perform satisfactorily may 
lead to an error in the diagnosis of 
hemolytic disease of the newborn or 
autoimmune hemolytic anemia, (b) 
Hepatitis Infection: Exposure of the user, 
donor, or patient to blood, blood 
products, or blood aerosols presents a 
risk of hepatitis infection. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 
automated Coombs test systems be 
classified into class II (performance 
standards). The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

Reference 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

“Technical Manual of the American 
Association of Blood Banks,” 7th Ed., Miller, 
W. V., et al., eds.. J. B. Lippincott Co., 
Philadelphia, pp. 156-165,1977. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1) it is proposed 
that Part 864 be amended in Subpart J by 
adding new $ 864.9300 to read as 
follows: 

§ 864.9300 Automated Coombs test 
system. 

(a) Identification . An automated 
coombs test system is a device used to 
detect and identify antibodies in patient 


sera or antibodies bound to red cells. 
The Coombs test is used for the 
diagnosis of hemolytic disease of the 
newborn, and autoimmune hemolytic 
anemia. The test is also used in 
crossmatching and in investigating . 
transfusion reactions and drug-induced 
red cell sensitization. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 7&-277I0 Filed 3-10-79; 8:45 am| 

BILLING CODE 4110-03-41 


121 CFR Part 864] 

(Docket No. 78N-1932] 

Medical Devices; Classification of 
Copper Sulfate Solutions for Specific 
Gravity Determinations 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying copper sulfate solutions for 
specific gravity determinations into 
class I (general controls). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments. FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1976. 

dates: Comments by November 13 , 

1979. Its is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 











Federal Register / Vol. 44, No. 177 / Tuesday, September 11, 1979 / Proposed Rules 


53055 


address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane, Rockville. MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440). Food and 
Drug Administration. Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of copper 
sulfate solutions for specific gravity 
determinations: 

1. Identification: A copper sulfate 
solution for specific gravity 
determinations is a device used to 
determine whether the hemoglobin 
content of a potential donor’s blood 
meets the required level (12.5 grams per 
100 milliliters of blood for women and 
13.5 grams per 100 milliliters of blood for 
men). 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: the Panel recommends 
that copper sulfate solution for specific 
gravity determinations be classified into 
class I because the Panel believes the 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The Panel 
stated that this is a very simple test 
requiring only that a drop of blood be 
placed in a copper sulfate solution of 
known specific gravity. If the drop sinks 
within 15 seconds, the specific gravity of 
the blood exceeds that of the solution. If 
the drop raises to the surface within 15 
seconds, the specific gravity of the blood 
is less then that of the solution. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ knowledge of. and clinical 
experience with, the device. 

5; Risks to health: Improper donor 
selection: An inaccurate specific gravity 
determination could result in the 
selection of a potential blood donor with 
an unsuitable hemoglobin level. 

Proposed Classification 

FDA agrees with the Panel’s 
recommendation and is proposing that 


copper sulfate solution for specific 
gravity determinations be classified into 
class I (general controls), with no 
exemptions. The agency believes that 
gemeral controls are sufficient to 
provide reasonable assurance of the ‘ 
safety and effectiveness of the device. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart J by 
adding new § 864.9320 to read as 
follows: 

§ 864.9320 Copper sulfate solution for 
specific gravity determinations. 

(a) Identification. A copper sulfate 
solution for specific gravity 
determinations is a device used to 
determine whether the hemoglobin 
content of a potential donor's blood 
meets the required level (12.5 grams per 
100 milliliters of blood for women and 
13.5 grams per 100 milliliters of blood for 
men). 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated August 17.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-27711 Filed 9-10-79: 8:45 am) 

BILLING CODE 4110-03-M 


[21 CFR Part 864) 

(Docket No. 78N-1933) 

Medical Devices; Classification of 
Stabilized Enzyme Solutions 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying stabilized enzyme solutions 
into class II (performance standards). 
The FDA is also publishing the 


recommendation of the Hematology 
Device Classification Panel that the 
device be classified into class II. The 
effect of classifying a device into class II 
is to provide for the future development 
of oqe or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final # 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65. 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring. MD 20910, 
301—427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of stabilized 
enzyme solutions: 

1. Identification: A stabilized enzyme 
solution is a reagent used to enhance the 
reactivity of red blood cells with certain 
antibodies, including antibodies that are 
not detectable by other techniques. 
These enzyme solutions include papain, 
bromelin, ficin, and trypsin. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a low priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that stabilized enzyme 
solutions be classified into class II 
(performance standards) because a 
performance standard can assure that 
enzyme solutions are reactive. 
Nonreactive enzyme solutions present 
the risk of inaccurate results. The Panel 
believes that general controls would not 
provide sufficient control over this 
characteristic. The Panel believes that a 
performance standard would provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
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there Is sufficient information4o 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ personal knowledge of. 
and clinical experience with, these 
solutions. 

5. Risks to health: Transfusion 
reaction: If this device fails to perform 
satisfactorily, clinically significant 
antibodies may not be detected and 
identified resulting in a transfusion 
reaction. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
stabilized enzyme solutions be classified 
into class II (performance standards). 

The agency has obtained additional 
data and information on the device to 
determine whether reasonable 
assurance of the safety and 
effectiveness of the device can be 
provided by a performance standard. 

The American Association of Blood 
Banks (AABB) has made 
recommendations regarding stabilized 
enzyme solutions (Ref. 1). The AABB — 
notes that the potency of enzyme 
solutions varies. Enzyme solutions lose 
their activity with age and mask 
antigenic determinants such as those of 
the Lutheran, MNS, and Duffy blood 
group systems. Other important factors 
in the potency of enzyme solutions 
include the pH of the solution, the length 
the red cell-enzyme incubation period 
and the enzyme concentration. The 
agency believes that a performance 
standard is necessary for the device 
because general controls alone are 
insufficient to control the risks to health 
presented by the device. A performance 
standard would provide reasonable 
assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above), and may be 9een by 
interested persons, from 9 aan. to 4 pan.. 
Monday through Friday. 

1. ‘Technical Manual of the American 
Association of Blood Banks/' 7th Ed.. Miller. 

W. V., et at. eds.. ]. B. Lippincott Co.. 
Philadelphia, pp. 168. 325-328, 1977. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Slat 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 


and Drugs (21 CFR 5.1). it is proposed 
that Part 864 be amended in Subpart | by 
adding new § 864.8400, to read as 
follows: 

§ 864.9400 Stabilized enzyme solution. 

(a) Identification . A stabilized enzyme 
solution is a reagent used to enhance the 
reactivity of red blood cells with certain 
antibodies, including antibodies that are 
not detectable by other techniques. 
These enzyme solutions include papain, 
bromelin. ficin, and trypsin. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979. submit to the 
Hearing Clerk (HFA-3Q5), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m.. Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory A jfairs. 

|FH Doc 7S-Z7T12 Rkd t-10-7* S*6 am] 

BILLING CODE 411fr-OT~M 


121 CFR Part 864] 

I Docket No. 78N-1934] 

Medical Devices; Classification of 
Systems for the Identification of 
Hepatitis B Antigen 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying systems for the identification 
of hepatitis B antigen into class I 
(general controls). The FDA is also 
publishing the recommendation of the 
Hematology Device Classification Panel 
that the device be classified into class l. 
The effect of classifying a device into 
class I is to require that the device meet 
only the general controls applicable to 
all devices. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 


regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration. Rm. 4- 
65. 5600 Fishers Lane. Rockville. MD 
20657. 

FOR FURTHER INFORMATION CONTACT. 

William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration. Department of 
Health. Education, and Welfare. 8757 
Georgia Ave., Silver Spring. MD 20910, 
301—427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of systems 
for the identification of hepatitis B 
antigen: 

1. Identification: A system for the 
identification of hepatitis B antigen is a 
device that consists of the equipment 
and reagents necessary for the detection 
of hepatitis B antigen. Hepatitis B 
antigen is usually detected by 
radioimmunoassay, reversed passive 
hemagglutination, 
counterelectrophoresis, or latex 
agglutination. The device does not 
include articles that are licensed by the 
Bureau of Biologic of the Food and Drug 
Administration. 

2. Recommended classification: Class 
1 (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that systems for the 
identification of hepatitis B antigen be 
classified into class I because the Panel 
believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
effectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members* clinical experience with 
hepatitis B antigen detection. 

5. Risks to health: (a) Hepatitis 
infection: Exposure of the user, donor, or 
patient to blood, blood products, or 
blood aerosols presents a risk of 
hepatitis infection, (b) Radiation hazard: 
The user may be exposed to radiation 
from radioisotopes that are a part of this 
device, (c) Electrical shock: If the device 
malfunctions, the user faces the risk of 









Federal Register / Vol. 44, No. 177 / Tuesday, September 11, 1979 / Proposed Rules 


53057 


electrical shock from the electrical 
system of the electrophoresis equipment 
used to detect hepatitis B antigen. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
systems for the identification of 
hepatitis B antigen be classified into 
class I (general controls), with no 
exemptions. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
believes that if users carefully follow the 
instructions in the labeling for the use of 
these systems, and if the blood samples 
are handled properly, the risks 
described above will be minimized. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart J by 
adding new § 864.9500 to read as 
follows: 

§ 864.9500 System for the identification 
hepatitis B antigen. 

(a) Identification. A system for the 
identification of hepatitis B Antigen is a 
device that consists of the equipment 
and reagents necessary for the detection 
of hepatitis B antigen. Hepatitis B 
antigen is usally detected by 
radioimmunoassay, reversed passive 
hemagglutination, 
counterelectrophoresis, or latex 
agglutination. The device does not 
include articles that are licensed by the 
Bureau of Biologies of the Food and 
Drug Administration. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13.1979, submit to the 
Hearing Clerk (HFA—305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 


Dated: August 17.1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 79-27713 Filed 9-10-79: &45 am] 

BILLING CODE 4110-03-M 


[21 CFR Part 8641 
[Docket No. 78N-1935] 

Medical Devices; Classification of 
Lectins and Protectins 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying lectins and protectins into 
class II (performance standards). The 
FDA is also publishing the 
recommendation of the Hematology 
'Device Classification Panel that the 
device be classified into class 11. The 
effect of classifying a device into class II 
is to provide for the future development 
of one or more performance standards 
to assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of lectins 
and protectins: 

1. Identification: Lectins and 
protectins are proteins from plants and 
lower animals that cause cell 
agglutination in the presence of certain 


antigens. These substances are used to 
detect blood group antigens for in vitro 
diagnostic purposes. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a low priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that lectins and protectins 
be classified into class II because a 
performance standard is necessary to 
assure the reactivity and specificity of 
these substances. Nonspecific or 
nonreactive substances present the risk 
of incorrect blood grouping. The Panel 
believes that general controls would not 
provide sufficient control over this 
characteristic. The Panel believes that a 
performance standard would provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of the data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members’ clinical experience with 
lectins and protectins. 

5. Risks to health: Transfusion 
reaction: Failure of this device to 
perform satisfactorily may cause errors 
in blood grouping, resulting in the 
selection of an inappropriate blood 
group for transfusion and in a 
subsequent transfusion reaction. 

Proposed Classification 

FEA agrees with the Panel 
recommendation and is proposing that 
lectins and protectins be classified into 
class II (performance standards). The 
agency has obtained additional data 
and information on the device to 
determine whether reasonable 
assurance of the safety and 
effectiveness of the device can be 
provided by a performance standard. 
The medical literature concerning 
lectins and protectins indicates that 
these substances lose their stability and 
specificity with age (Ref. 1). The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
there is sufficient information to 
establish a standard for this device. 

Reference 

The following information has been 
placed in the office of the Hearing Clerk 
(address above), and may be seen by 
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interested persons, from 9 a.m. to 4 p.m.. 
Monday through Friday. 

Abelton. N. M, ‘Topics in Blood Banking.*’ 
Lea and Febiger. Philadelphia, p. 51.1974 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to the Commissioner (21 CFR 
5.1). it is proposed that Part 864 be 
amended in Subpart J by adding new 
§ 864.9550. to read as follows: 

§ 864.9550 Lectins and protecting 

(a) Identification . Lectins and 
protectin are proteins derived from 
plants and lower animals that cause cell 
agglutination in the presence of certain 
antigens. These substances are used to 
detect blood group antigens for in vitro 
diagnostic purposes. 

(b) Classification . Class 11 
(performance standards). 

Interested persons may. on or before 
November 13,1979, submit to the 
Hearing Clerk ( HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20857. 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 7B-2T714 Filed R-UK7P. 845 mm) 

BILLING COOC 4 > 10-03-41 


(21 CFR Part 864) 

(Docket No. 78N-1936] 

Medical Devices; Classification of 
Environmental Chambers for Storage 
of Platelet Concentrate 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying environmental chambers for 
storage of platelet concentrate into class 
11 (performance standards). The FDA is 
also publishing the recommendations of 
the Hematology Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 


future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments, FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT. 
William C. Dierksheide. Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
Hematology Device Classification Panel 
an FDA advisory committee, made the 
following recommendation regarding the 
classification of environmental 
chambers for storage of platelet 
concentrate: 

1. Identification: An environmental 
chamber for storage of platelet 
concentrate is a device used to hold 
platelet-rich plasma within a preselected 
temperature range. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a low priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that environmental 
chambers for storage of platelet 
concentrate be classified into class II 
because a performance standard is 
necessary to assure that the platelets 
are held within a certain temperature 
range, thus avoiding damage to the 
platelets. The Panel believes that 
general controls would not provide 
sufficient control over this 
characteristic. The Panel believes that a 
performance standard would provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 


based its recommendation upon the 
Panel members; knowledge of. and 
clinical experience with, platelets and 
platelet storage. 

5. Risks to health: Infusion of 
damaged blood or blood components: 
Failure of the device to perform 
satisfactorily may result in damage to 
platelets because of overheating. 

Platelets deteriorate rapidly when the 
storage temperature rises to an 
excessively high temperature. Infusion 
of damaged platelets may cause serious 
harm to a patient 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
environmental chambers for storage of 
platelet concentrate be classified into 
class II (performance standards). The 
agency has obtained additional data 
and information on the device to 
determine whether reasonable 
assurance of the safety and 
effectiveness of the device can be 
provided by a performance standard. 
Proper storage temperature to maximize 
platelet viability is the subject of 
considerable controversy (Ref. i). 

Certain groups advocate storage at 22* C 
with gentle agitation, while other groups 
recommend 4° C with no agitation (Refs. 
2 through 4). Federal regulations allow 
either method of storage (Ref. 5). 
Regardless of the method of storage, 
platelet concentrates may be stored for 
only 72 hours (Refs. 1 and tf). The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
there is sufficient information to 
establish a performance standard for 
this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

L ‘Technical Manual of the American 
Assoication of Blood Banks." 7th Ed., Miller. 
W. V.. et al. eds.. Philadelphia, p. 44.1977. 

2. Slichter, S. J. and L A. Barker, 
"Preparation and Storage of Platelet 
Concentrates. II. Storage Variables 
Influencing Platelet Viability and Function.** 
British Journal of Haematology. 34:403-419, 
1976. 

3. Murphy, S., S. N. Sayar. and F. H. 
Gardner, "Storage of Platelet Concentrates al 
22° C." Blood. 35:549, 1970. 
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4. Becker, G. A. et at.. “Studies of Platelet 
Concentates Stored at 22° C and 4° C.“ 
Transfusion. 13:61,1974. 

5. 21 CFR Part 640. Subpart C—Platelet 
Concentrate (Human) § 640.25(a) Storage. 

6. 21 CFR Part 610. Subpart F—Dating 
Period Limitations. $ 610.53 Dating periods 
for specific products. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 StaL 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart J by 
adding new § 664.9575 as follows: 

§ 864.9575 Environmental chamber for 
storage of platelet concentrate. 

(a) Identification . An environmental 
chamber for storage of platelet 
concentate is a device used to hold 
platelet-rich plasma within a preselected 
temperature range. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane. Rockville. MD 20857. 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FR Doc. 71^27715 Filed 9-lO-Tfc &45 nmj 

BILLING COOE 41 


121 CFR Part 864] 

(Docket No. 78N-1937) 

Medical Devices; Classification of 
Potentiating Media for In Vitro 
Diagnostic Use 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying potentiating media for in 
vitro diagnostic use into class II 
(performance standards). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 


class II. The effect of classifying a 
device into class U is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments. FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 

dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 

address: Written comments to the 
office of the Hearing Clerk (HFA-305). 
Food and Drug Administration. Rm. 4- 
65. 5600 Fishers Lane. Rockville. MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health. Education, and Welfare. 8757 
Georgia Ave.. Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of 
potentiating media for in vitro 
diagnostic use: 

1. Identification: Potentiating media 
for in vitro diagnostic use are media, 
such as bovine albumin, that are used to 
suspend red cells and to enhance cell 
reactions for antigen-antibody testing. 

2. Recommended classification: Class 
II (performance standards). The Pane! 
recommends that establishing a 
performance standard for this device be 
a low priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that potentiating media for 
in vitro diagnostic use be classified into 
class II (performance standards) 
because of the need to control such 
characteristics as the incubation time, 
concentration, and pH of these media. 
The Panel believes that general controls 
would not provide sufficient control 
over these characteristics. The Panel 
believes that a performance standard 
would provide a reasonable assurance 
of the safety and effectiveness of the 
device and that there is sufficient 
information to establish a standard to 
provide such assurance. 


4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ knowledge of. and clinical 
experience with, potentiating media for 
in vitro diagnostic use. 

5. Risks to health: Transfusion 
reaction: If this device fails to perform 
satisfactorily, clinically significant 
antibodies may not be detected and 
identified, or a blood grouping error may 
result. This failure could result in the 
selection of an inappropriate blood for 
transfusion and in a subsequent 
transfusion reaction. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
potentiating media for in vitro 
diagnostic use be classified into class 11 
(performance standards). The agency 
has obtained additional data and 
information on the device to determine 
whether reasonable assurance of the 
safety and effectiveness of the device 
can be provided by a performance 
standard. Antigen-antibody reactions 
are influenced by factors such as 
temperature, incubation time, the pH 
and ionic strength of the reaction 
medium, and the antigen-antibody ratio 
(Ref. f). Reducing the ionic strength of 
the reaction medium enhances the 
binding of antibody to red ceil antigens 
(Ref. 7). One form of potentiating 
medium, a low ionic strength solution 
(USS). reduces the required incubation 
time and is superior to albumin in its 
ability to suspend red cells. The LISS 
and serum must be present in equal 
proportions. A large excess of USS 
lowers the ionic strength and causes 
false positives, while an excess of serum 
increases the ionic strength and 
decreases the sensitivity of the 
agglutination test. To be effective. USS 
should be stored at 4* C and kept free of 
microorganisms (Ref. 2). The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risks to health presented by 
the device. A performance standard 
would provide reasonable assurance of 
the safety and effectiveness of the 
device. The agency also believes that 
there is sufficient information to 
establish a performance standard for 
this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above), and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 
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1. ‘Technical Manual of the American 
Association of Blood Banks,” 7th ed., Miller, 
W.V.. et al., eds., J. B. Lippincott Philadelphia, 
pp.147-150.1977. 

2. Moore. H. C.. and P. L. Mollison, "Use of 
a Low-Ionic Strength Medium in Manual 
Tests for Antibody Detection." Transfusion. 
16(4 ):291-296.1976. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a), 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart J by 
adding new § 864.9600, to read as 
follows: 

§ 864.9600 Potentiating media for in vitro 
diagnostic use. 

(a) Identification. Potentiating media 
for in vitro diagnostic use are media, 
such as bovine albumin, that are used to 
suspend red cells and to enhance cell 
reactions for antigen-antibody testing. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979 submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regula tory' Affairs. 

(FR Doc. 7S-27710 Filed 0-1O-79: 8:45 lira) 

BILLING CODE 4110-03-M 


(21 CFR Part 864) 
lDocket No. 78N-1938] 

Medical Devices; Classification of 
Quality Control Kits for Blood-Banking 
Reagents 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying quality control kits for blood¬ 
banking reagents into class II 
(performance standards). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 


Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments. FDA 
will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane. Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT. 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of quality 
control kits for blood-banking reagents: 

1. Identification: A quality control kit 
for blood-banking reagents is a device 
that consists of sera, cells, buffers, and 
antibodies used to determine the 
specificity, potency, and reactivity of the 
cells and reagents used for blood 
banking. 

2. Recommended classification: Class 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a low priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that quality control kits for 
blood-banking reagents be classified 
into class II because a performance 
standard is necessary to control the risk 
of inaccurate test results due to lack of 
specificity, potency, or reactivity of the 
cells and reagents. The Panel believes 
that general controls would not provide 
sufficient control over these 
characteristics. The Panel believes that 
a performance standard would provide 
a reasonable assurance of the safety 
and effectiveness of the device and that 
there is sufficient information to 


establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ knowledge of, and experience 
in, blood banking. 

5. Risks to health: (a) Transfusion 
reaction: If this device fails to perform 
satisfactorily, clinically significant 
antibodies may not be detected and 
identified, resulting in a transfusion 
reaction, (b) Hepatitis infection: 

Exposure of the user, donor, or patient 
to blood, blood products, or blood 
aerosols presents a risk of hepatitis 
infection. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and i9 proposing that 
quality control kits for blood-banking 
reagents be classified into class II 
(performance standards). The agency 
has obtained additional data and 
information on the device to determine 
whether reasonable assurance of the 
safety and effectiveness of the device 
can be assured by a performance 
standard. The American Association of 
Blood Banks’ standards require that 
reagents be tested at regular intervals 
(Ref. 1). Antisera being tested should 
react with red cells possessing weak 
antigenic determinants (Ref. 2). 

Similarly, reagent red cells should detect 
weak antibodies. Testing should employ 
both negative and positive controls. 
Detailed procedures, including avidity 
and dilution methodologies, have been 
developed for quality control testing 
(Refs. 1 and 3). The agency believes that 
a performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. "Technical Manual of the American 
Association of Blood Banks," 7th Ed., Miller, 
W. V., et al.. eds., J. C. Lippincott Co.. 
Philadelphia, pp. 283-287,1977. 

2. Abelson, N. M.. ‘Topics in Blood 
Banking." Lea and Febiger. Philadelphia, p. 
45,1974. 

3. Myhre, B. A.. "Quality Control in Blood 
Banking," John Wiley and Sons, Inc., New 
York. pp. 225-227,1974. 
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Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055. 90 Stat. 540-646 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1). it is proposed 
that Part 864 be amended in Subpart J by 
adding new § 864.9650 as follows: 

§ 864.9650 Quality control kit tor blood- 
banking reagents. 

(a) Identification. A quality control kit 
for blood-banking reagents is a device 
that consists of sera, cells, buffers, and 
antibodies used to determine the 
specificity, potency, and reactivity of the 
cells and reagents used for blood 
banking. 

(b) Classification. Class U 
(performance standards). 

Interested persons may. on or before 
November 13,1979, submit to the 
Hearing Clerk (TfFA-305). Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857. 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17.1979. 

WilUam F. Randolph, 

Acting Associate Commissioner for 
Regulatory Affairs. 

|FK Doc. 79-27717 Filed 9-10-79.8:45 am) 

BILLING CODE 4110-03-M 


(21 CFR Part 8641 
(Docket No. 78N-1939J 

Medical Devices; Classification of 
Blood Storage Refrigerators and 
Blood Storage Freezers 

agency: Food and Drug Administration. 
action: Proposed rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying blood storage refrigerators 
and blood storage freezers into class II 
(performance standards). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class II. The effect of classifying a 
device into class II is to provide for the 
future development of one or more 
performance standards to assure the 
safety and effectiveness of the device. 
After considering public comments. FDA 


will issue a final regulation classifying 
the device. These actions are being 
taken under the Medical Device 
Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the Final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration, Rm. 4-65. 5600 
Fishers Lane, Rockville, MD 20857. 

FOR FURTHER INFORMATION CONTACT: 
William C. Dierksheide, Bureau of 
Medical Devices (HFK—440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 8757 
Georgia Ave„ Silver Spring, MD 2091a 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Classification 
Panel an FDA advisory committee, 
made the following recommendation for 
the classification of blood storage 
refrigerators and blood storage freezers: 

1. Identification: A blood storage 
refrigerator and a blood storage freezer 
are devices used to preserve blood and 
blood products by storing them at cold 
or freezing temperatures. 

2. Recommended classification: Gass 
II (performance standards). The Panel 
recommends that establishing a 
performance standard for this device be 
a medium priority. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that blood storage 
refrigerators and freezers be classified 
into class II because a performance 
standard is necessary to control the risk 
of damage to blood or blood products by 
assuring that the device maintains the 
proper temperature. The Panel believes 
that general controls would not provide 
sufficient control over this 
characteristic. The Panel believes that a 
performance standard would provide a 
reasonable assurance of the safety and 
effectiveness of the device and that 
there is sufficient information to 
establish a standard to provide such 
assurance. 

4. Summary of data on which the 
recommendation Is based: The Panel 
believes that the American Association 
of Blood Banks standards on blood 
storage refrigerators and freezers (Ref. 

/) provide an excellent basis for the 
establishment of a performance 
standard. 


5. Risks to health: Heat damage: 
Failure of the device to perform 
satisfactorily may result in damage to 
blood cells, components, or blood 
products because of overheating. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
blood storage refrigerators and blood 
storage freezers be classified into class 
II (performance standards). The agency 
has obtained additional data and 
information on the device to determine 
whether reasonable assurance of the 
safety and effectiveness of the device 
can be provided by a performance 
standard. The American Association of 
Blood Banks' standards specify the 
allowable temperature range for 
refrigerators and require circulating 
fans, interior lighting, recording 
thermometers, and an audible and/or 
visible alarm with its own electrical 
system (Ref. i). The storage temperature 
for frozen blood is important in assuring 
its stability. Blood frozen in a high 
glycerol procedure is stable over a 
relatively wide temperature range, but 
low glycerol cryo-preservation requires 
that blood be maintained at 
temperatures below minus 100° C. or 
complete hemolysis (disruption of the 
red cell membrane accompanied by the 
release of hemoglobin) will result (Ref. 
2). The agency believes that a 
performance standard is necessary for 
this device because general controls 
alone are insufficient to control the risks 
to health presented by the device. A 
performance standard would provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m., 
Monday through Friday. 

1. ’Technical Manual of the American 
Association of Blood Banks," 7th Ed.. Miller. 
VV. V„ et al. eds.. |. B. Lippincott Co., 
Philadelphia, pp. 57-59.1977. 

2. Abelson. N. M., ‘Topics in Blood 
Banking." Lea and Febiger, Philadelphia, p. 

35,1974. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 513, 
701(a). 52 Stat. 1055. 90 StaL 540-546 (21 
U.S.C. 360c, 371(a))J and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1). it is proposed 
that Part 864 be amended in Subpart J by 
adding new § 864.9700, to read as 
follows: 
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§ 864.9700 Blood storage refrigerator and 
biood storage freezer. 

(a) Identification. A blood storage 
refrigerator and a blood storage freezer 
are devices used to preserve blood and 
blood products by storing them at cold 
or freezing temperatures. 

(b) Classification. Class II 
(performance standards). 

Interested persons may, on or before 
November 13.1979. submit to the 
hearing Clerk (HFA-305). Food and Drug 
Administration, Rm. 4-65. 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments regarding this proposal. Four 
copies of all comments shall be 
submitted, except that individuals may 
submit single copies of comments, and 
shall be identified with the Hearing 
Clerk docket number found in brackets 
in the heading of this document. 
Received comments may be seen in the 
above office between the hours of 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: August 17,1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulator Affairs. 

|FR Doc. 79-27718 Piled 9-10-79: 8:45 am) 

BILLING CODE 4110-03-M 


121 CFR Part 864] 

(Docket No. 78N-1940] 

Medical Devices; Classification of 
Heat-Sealing Devices 

agency: Food and Drug Administration. 
action: Proposed Rule._ 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying heat-sealing devices into 
class I (general controls) The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. After 
considering public comments, FDA will 
issue a final regulation classifying the 
device. These actions are being taken 
under the Medical Device Amendments 
of 1970. 

DATES: Comments by November 13, 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
adddress: Written comments to the 
office of the Hearing Clerk (HFA-305), 
Food and Drug Administration, Rm. 4- 
65, 5600 Fishers Lane, Rockville. MD 
20857. 


FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health, Education, and Welfare. 8757 
Georgia Ave., Silver Spring. MD 20910, 
301-427-7234 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation 
The Hematology Device Classification 
Panel, an FDA advisory committee, 
made the following recommendation 
with respect to the classification of heat¬ 
sealing devices: 

1. Identification: A heat-sealing device 
is a device that uses heat to seal plactic 
bags containing blood or blood 
components. 

2. Recommended classification: Class 
I (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The panel 
recommends that heat-sealing devices 
be classified into class I because the 
Panel believes that general controls are 
sufficient to provide reasonable 
assurance of the safety and 
efffectiveness of the device. 

4. Summary of data on which the 
recommendation is based: The Panel 
based its recommendation upon the 
Panel members* knowledge of, and 
clinical experience with, heat-sealing 
devices. 

5. Risks to health: (a) Heat damage: 
Failure of the device to perform 
satisfactorily may result in damage to 
blood cells, components, or blood 
products because of overheating, (b) 
Bacteria] contamination: Improper 
sealing may result in bacterial 
contamination of the biood cells, 
components, or blood products stored in 
the bag. 

Proposed Classification 

FDA agrees with the Panel 
recommendation and is proposing that 
heat-sealing devices be classified into 
class I (general controls), with no 
exemptions. The agency believes that 
general controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. The agency 
believes that if the manufacturer’s 
directions for use specify the proper 
temperature range and the proper 
technique for sealing a blood bag, and if 
the user follows these directions, the 
risk of the bag contents being damaged 
or contaminated will be minimal. 


Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055. 90 Stat. 540-546 (21 
U.S.C. 360c, 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart) by 
adding new § 864.9750, to read as 
follows: 

§ 864.9750 Heat-sealing device. 

(a) Identification. A heat-sealing 
device is a device that uses heat to seal 
plastic bags containing blood or blood 
components. 

(b) Classification. Class I (general 
controls). 

Interested persons may, on or before 
November 13,1979, submit to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857, 
written comments regarding this 
proposal. Four copies of ail comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: August 17,1979. 

William F. Randolph, 

Acting Associate Commissioner for 
Regulatory Af fairs. 

(FR Doc. 79-27719 Filed 9-10-79; 8:45 «m| 

BILLING CODE 4110-03-M 


[21 CFR Part 864] 

[Docket No. 78N-1942] 

Medical Devices; Classification of 
Transfer Sets 

agency: Food and Drug Administration. 
action: Proposed Rule. 

summary: The Food and Drug 
Administration (FDA) is issuing for 
public comment a proposed regulation 
classifying transfer sets into class II 
(performance standards). The FDA is 
also publishing the recommendation of 
the Hematology Device Classification 
Panel that the device be classified into 
class I. The effect of classifying a device 
into class I is to require that the device 
meet only the general controls 
applicable to all devices. The effect of 
classifying a device into class 11 is to 
provide for the future development of 
one or more performance standards to 
assure the safety and effectiveness of 
the device. After considering public 
comments, FDA will issue a final 
regulation classifying the device. These 
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actions are being taken under the 
Medical Device Amendments of 1976. 
dates: Comments by November 13. 

1979. It is proposed that the final 
regulation based on this proposal 
become effective 30 days after the date 
of its publication in the Federal Register. 
address: Written comments to the 
office of the Hearing Clerk (1IFA-305), 
Food and Drug Administration. Rm. 4- 
65, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 

William C. Dierksheide, Bureau of 
Medical Devices (HFK-440), Food and 
Drug Administration, Department of 
Health. Education, and Welfare. 8757 
Georgia Ave., Silver Spring, MD 20910. 
301-427-7234. 

SUPPLEMENTARY INFORMATION: 

Panel Recommendation 

A proposal elsewhere in this issue of 
the Federal Register provides 
background information concerning the 
development of the proposed regulation. 
The Hematology Device Certification 
Panel, an FDA advisory committee, 
made the following recommendation 
regarding the classification of transfer 
sets: 

1. Identification: A transfer set is a 
piece of tubing with suitable adaptors 
used to transfer blood or plasma from 
one container to another. 

2. Recommended classification: Class 
1 (general controls). The Panel 
recommends that there be no 
exemptions. 

3. Summary of reasons for 
recommendation: The Panel 
recommends that transfer sets be 
classified into class I because this is a 
simple device in common use and does 
not present any unreasonable risks to 
health. The Panel believes that general 
controls are sufficient to provide 
reasonable assurance of the safety and 
effectiveness of the device. 

4. Summary of data upon which 
recommendation is based: The Panel 
based its recommendation on the Panel 
members’ knowledge of. and clinical 
experience with, transfer sets. 

5. Risks to health: None identified. 
Proposed Classification 

FDA disagrees with the Panel 
recommendation and is proposing that 
transfer sets be classified into class II 
(performance standards). The agency 
believes that a performance standard is 
necessary for this device because 
general controls alone are insufficient to 
control the risk of bacterial 
contamination or the risk that toxic or 
carcinogenic substances will leach into 
the blood or blood components that 
contact these devices. A performance 
standard would provide reasonable 
assurance of the safety and 


effectiveness of the device. The agency 
also believes that there is sufficient 
information to establish a performance 
standard for this device. The agency has 
obtained additional data and 
information to determine whether 
general controls or performance 
standards are appropraite for the device 
and whether reasonable assurance of 
the safety and effectiveness of the 
device can be provided by a 
performance standard. Human blood is 
capable of extracting plasticizers such 
as di-2-ethyIhexyl phthalate (DEHP) 
from medical-grade plastic tubing, and 
these plasticizers are subsequently 
transfused into the patient (Refs. 1 and 
2 ). Contact with polyvinyl chloride 
(PVC) plastics or the resins, plasticizers, 
and stabilizer constituting these plastics 
has been shown to have a destructive 
effect on animals (Refs. 3, 4, and 5), 
biological systems (Refs. 6. and 7), and 
antisera (Ref. 6 ). It has not been 
demonstrated that infusion of blood or 
blood products containing DEHP has 
had any adverse effects on humans 
(Refs. 8, 0). However, the effects of long 
term or repeated exposure to DEHP. 
especially in the case of transfusion 
recipients, who are already in a 
weakened state, merits continued 
investigation (Refs. 10, and 11). New 
plastics that are developed as 
alternatives to PVC must be carefully 
evaluated with respect to their potential 
for leaching toxic or carcinogenic 
substances (Ref. 3). The International 
Organization for Standardization’s 
standards for plastics and collapsible 
containers for blood and blood 
components (Ref. 12) also addresses 
transfer sets. 

References 

The following information has been 
placed in the office of the Hearing Clerk 
(address above) and may be seen by 
interested persons, from 9 a.m. to 4 p.m. t 
Monday through Friday, 

1. Jaeger. R. J. and R. J. Rubin, "Migration of 
Phthalate Ester Plasticizer from Polyvinyl 
Chloride Blood Bags into Stored Human 
Blood and its Localization in Human 
Tissues." New England Journal of Medicine. 
287(22):1114—1118. 1972. 

2. Jaeger. R. J. and R. J. Rubin. "Extraction. 
Localization, and Metabolism of Di-2- 
Ethylhexyl Phthalate from PVC Plastic 
Medical Devices." Environmental Health 
Perspectives. 3:95-102.1973. 

3. Tepper. L. B.. "Phthalic Acid Esters—An 
Overview." Environmental Health 
Perspectives 3:179-182.1973. 

4. Bovver. R. K.. S. Haberman. and I 3 . D. 
Minton. "Teratogenic Effects in the Chick 
Embryo Caused by Esters of Phthalic Acid. ,, 
Journal of Pharmacology and Experimental 
Therapeutics. 171 (2):314-324. 1970. 

5. Peters. J. W. and R. M. Cook, "Effects of 
Phthalate Esters on Reproduction in Rats," 
Environmental Health Perspectives, 3:91-94 
1973. 


6. Haberman. S.. et al.. "Effects of Plastics 
and Their Additives on Human Serum 
Proteins. Antibodies, and Developing Chick 
Embryos." Society for Plastics Engineers 
Journal . 24:62-69. 1968 

7. Guess. W. L et al.. "Characterization of 
Subtle Toxicity of Certain Plastic 
Components Used in Manufacture of the 
Polyvinyls." American Journal of Hospital 
Pharmacy. 24:495.1967. 

8. Valeri. C. R. et al., "Accumulation of Di- 
2-Ethyihexyl Phthalate (DEHP) in Whole 
Blood. Platelet Concentrates, and Platelet- 
Poor Plasma 1. Effect of DEHP on Platelet 
Survival and Function." Environmental 
Health Perspectives, 3:103-118 1973. 

9. Contreras. T. J.. R. H. Sheibley. and C. 
Valeri, "Accumulation of Di-2-Ethylhexyl 
Phthalate (DEHP) in Whole Blood. Platelet 
Concentrates, and Platelet-Poor Plasma." 
Transfusion. 14:34.1974. 

10. Rubin. R. J. and C. A. Schiffer. "Fate in 
1 lumans of the Plasticizer Di-2-Ethylhexyl 
Phthalate Arising from Transfusion of 
Platelets Stored in Vinyl Plastic Bags," 
Transfusion. 16(4):330. 1978. 

11. Valeri, C. R.. "Blood Banking and the 
Use of Frozen Blood Products." CRC Press, 
Inc., Cleveland, pp. 20-23,1976. 

12. International Organization for 
Standardization. "Plastics. Collapsible 
Containers for Blood and Blood 
Components." 1975. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 513, 

701(a). 52 Stat. 1055, 90 Stat. 540-546 (21 
U.S.C. 360c. 371(a))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1), it is proposed 
that Part 864 be amended in Subpart) by 
adding new § 864.9875. to read as 
follows: 

§ 864.9875 Transfer set 

(a) Identification. A transfer set is a 
piece of tubing witivsuitable adaptors 
used to transfer blood or plasma from 
one container to another. 

(b) Classification. Class II 
(performance standards). 

Interested persons may. on or before 
November 13,1979 submit to the 
Hearing Clerk (HFA-305). Food and 
Drug Administration. Rm. 4-65, 5600 
Fishers Lane, Rockville. MD 20857, 
written comments regarding this 
proposal. Four copies of all comments 
shall be submitted, except that 
individuals may submit single copies of 
comments, and shall be identified with 
the Hearing Clerk docket number found 
in brackets in the heading of this 
, document. Received comments may be 
seen in the above office between the 
hours of 9 a.m. and 4 p.m., Monday 
through Friday. ' 

Dated: August 17.1979. 

William F. Randolph. 

Acting Associate Commissioner for 
Regulatoryr Affairs. 

|FR Doc 73-27720 Fil«d (MO-79; 8:45 *m| 
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DEPARTMENT OF THE TREASURY 
Fiscal Service 
31 CFR Part 202 

Depositaries and Financial Agents of 
the Government 

AGENCY: Bureau of Government 
Financial Operations, Department of the 
Treasury. 
action: Final Rule. 

summary: The Treasury Department is 
making three revisions to Title 31 of the 
Code of Federal Regulations. Part 202, 
Part 202.2 is being rewritten, in 
accordance with Pub. L. 95-147 of 
October 28.1977, to broaden the classes 
of financial institutions that may be 
designated as Depositaries and 
Financial Agents of the Government. 

31 CFR Part 202.4 is being changed to 
conform with Section 503 of the 
Veterans Employment and 
Readjustment Act of 1972, which 
exempts contractors that receive gross 
annual earnings of less than $10,000 on 
Government contracts from those 
provisions of the Act that promote the 
employment of disabled and Vietnam- 
era veterans. Also, Part 202.4 is being 
amended to implement Section 503 of 
the Rehabilitation Act of 1973, which 
requires Government contractors to take 
affirmative action to hire qualified 
handicapped individuals. 

A new paragraph (paragraph e) is 
being added to Part 202.6 to impose 
requirements upon depositaries 
regarding actions to be taken with 
respect to collateral pledged by 
depositaries in the event that they 
become insolvent. 

EFFECTIVE DATE: September 14. 1979. 

FOR FURTHER INFORMATION CONTACT: 

Mr. Charles F. Schwan III, Director, 
Banking Staff, Bureau of Government 
Financial Operations, Department of the 
Treasury, Washington, D.C. 20226 (202/ 
566-8488). 

SUPPLEMENTARY INFORMATION: The 

highlights of these revisions and 
amendments are as follows: 

Designation of Depositaries and 
Financial Agents of the Government 

Among other provisions. Pub. L. 95- 
147 authorizes the Secretary of the 
Treasury to deposits public moneys in 
any federal- or state-insured financial 
institution. The designation as a 
Depositary and Financial Agent of the 
Government, which heretofore applied 
only to banks insured by the Federal 
Deposit Insurance Corporation, will 
include federally-insured savings and 


loan associations and credit unions, and 
savings banks, savings and loans, 
building and loans, homestead 
associations (including cooperative 
banks), and credit unions insured by a 
state or an agency thereof. 

The law makes it possible for these 
institutions to maintain official accounts 
of Government officers who are 
authorized, for specified purposes, to 
have funds outside of the Treasury. In 
addition, the institutions may also be 
authorized to maintain accounts of the 
United States Treasury for the purpose 
of collecting receipts from Government 
agencies for credit in our account and 
for purposes of providing other services 
specifically authorized by the Secretary 
of the Treasury. 

31 CFR Part 202.4 is being changed to 
conform with Section 503 of the 
Veterans Employment and 
Readjustment Act of 1972, which 
exempts contractors that receive gross 
annual earnings of less than $10,000 on 
Government contracts from those 
provisions of the Act that promote the 
employment of disabled and Vietnam- 
era veterans. Previously, only 
contractors that had gross annual 
earnings of less than $2,500 were exempt 
from these provisions. In addition. Part 
202.4 is being amended to effect 
implementation of Section 503 of the 
Rehabilitation Act of 1973 requiring 
Government contractors to take 
affirmative action to employ qualified 
handicapped individuals, except that 
those depositaries which receive gross 
annual earnings of less than $2,500 are 
exempt from compliance with these 
regulations. 

A new paragraph (paragraph e) is 
being added to Part 202.6 to eliminate 
certain problems pertaining to the 
perfection of the Treasury’s security 
interest in the proceeds of pledged 
collateral in the event of the insolvency 
of the depositary. This is a revision of a 
technical nature which is intended to 
preserve, subsequent to the insolvency 
of a depositary, the Treasury’s interest 
in the proceeds of the collateral which a 
Depositary and Financial Agent of the 
Government has pledged for the purpose 
of securing public monies on deposit or 
invested with it. 

Since these revisions involve a matter 
relating to public contracts, the relevant 
provisions of the Administrative 
Procedure Act (5 U.S.C. 553) requiring 
notice of proposed rule-making, 
opportunity for public participation, and 
delay in the effective date are 
inapplicable. 

Accordingly. Part 202, Chapter II, of 
Title 31 of the Code of Federal 
Regulations is amended as follows: 


(See. 10, 56 Stat. 350. as amended. 12 U.S.C. 
265, sec. 2. Pul). L. 95-147 (12 U.S.C. 266. 
1464(k), 1725, 1789a, and 31 U.S.C. 1038): sec. 
503 of the Rehabilitation Act of 1973 (29 
U.S.C. 793); and sec. 503 of the Veterans 
Employment and Readjustment Act of 1972, 
Executive Order 11701 (38 U.S.C. 2012)) 

PART 202-DEPOSITARIES AND 
FINANCIAL AGENTS OF THE 
GOVERNMENT 

§202.1 [Amended I 

1. Section 202.1 is amended as follows: 

(a) By adding “and Sec. 2, Pub. L. 95- 
147, 91 Stat. 1227 (12 U.S.C. 1464(k); 12 
U.S.C. 1725(d); 12 U.S.C. 1789a; 12 U.S.C. 
266).” to the end of the first sentence. 

(b) By substituting ’’Treasury Tax and 
Loan Depositaries” for “Special 
Depositaries of Public Money” in the 
last sentence. 

2. Section 202.2 is revised to read as 
follows: 

§ 202.2 Designations. 

(a) Financial institutions of the 
following classes are designated as 
Depositaries and Financial Agents of the 
Government if they meet the eligibility 
requirements stated in paragraph (b] of 
this section: 

(1) Every bank insured by the Federal 
Deposit Insurance Corporation. 

(2) Every institution insured by the 
Federal Savings and Loan Insurance 
Corporation. 

(3) Every credit union insured by the 
Administrator of the National Credit 
Union Administration. 

(4) Savings banks, savings and loan, 
building and loan, and homestead 
associations, and credit unions created 
under the laws of any State, the deposits 
or accounts of which are insured by a 
State or agency thereof or by a 
corporation chartered by a State for the 
sole purpose of insuring deposits or 
accounts of such financial institutions. 

(b) In order to be eligible for 
designation, a financial institution is 
required to possess, under its charter 
and the regulations issued by its 
chartering authority, either general or 
specific authority to perform the 
services outlined in § 202.3(b). A 
financial institution is required also to 
possess the authority to pledge 
collateral to secure public funds. 

3. Paragraphs (a) and (b)(l)(i) of 

§ 202.3 are revised to read as follows: 

§ 202.3 Authorization. 

(a) To accept deposits covered by the 
appropriate federal or State insurer. 
Every depositary is authorized to accept 
a deposit of public money in an official 
account, other than an account in the 
name of the United Stales Treasury, in 
which the maximum balance does not 
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exceed the "Recognized Insurance 
Coverage”. "Recognized Insurance 
Coverage” means the insurance 
provided by the Federal Deposit 
Insurance Corporation, the Federal 
Savings and Loan Insurance 
Corporation, the National Credit Union 
Share Insurance Fund, and by insurance 
organizations specifically qualified by 
the Secretary of the Treasury pursuant 
to 31 CFR Part 226. 

(b) To perform other services. (1) 

• ♦ « 

(i) The maintenance of official 
accounts in which balances will be in 
excess of the applicable federal or state 
insurance coverage; 

• * * • • 

4. Section 202.4 is being revised to 
read as follows: 

§ 202.4 Contract of deposit. 

A depositary which accepts a deposit 
under this part enters into a contract of 
deposit with the Treasury Department. 
The terms of this contract include: 

(a) All of the provisions of this part. 

(b) Any instructions issued pursuant 
to this part by the Treasury or by 
Federal Reserve Banks as Fiscal Agents 
of the United States or by any other 
Government agency. 

(c) The provisions prescribed in 
section 202 of Executive Order 11246, 
entitled "Equal Employment 
Opportunity” (30 FR 12319) as amended 
by Executive Order 11375, entitled 
"Equal Employment Opportunity 
Clause”. 

(d) The requirements of section 503 of 
the Rehabilitation Act of 1973, 29 U.S.C. 
793. and the regulations issued 
thereunder at 41 CFR Part 60-741, which 
are incorporated herein by reference, 
requiring Government contractors to 
take affirmative action to employ 
qualified handicapped individuals, 
except that depositaries which under 
this part receive gross annual earnings 
of less than $2,500 are exempt from 
compliance with these regulations. 

(e) The requirements of section 503 of 
the Veterans Employment and 
Readjustment Act of 1972, 38 U.S.C. 

2012. Executive Order 11701, and the 
regulations issued thereunder at 41 CFR 
Subpart 1-12.11, which are incorporated 
herein by reference, for the promotion of 
employment of disabled and Vietnam- 
era veterans, except that depositaries 
which under this part receive gross 
annual earnings of less than $10,000 are 
exempt from compliance with these 
regulations. 

5. Section 202.6(e)(1) is revised to read 
as follows: 

§ 202.6 Collateral security. 

• * « * • 


(e) Disposition of principal and 
interest payments of the pledged 
securities after a depository is declared 
insolvent.— (1) Generah In the event of 
the depositary’s insolvency or closure, 
or in the event of the appointment of a 
receiver, conservator, liquidator, or 
other similar officer to terminate its 
business, the depositary agrees that all 
principal and interest payments on any 
security pledged to protect public 
monies due as of the date of the 
insolvency or closure, or thereafter 
becoming due. shall be held separate 
and apart from any other assets and 
shall constitute a part of the pledged 
security available to satisfy any claim of 
the United States. 

(2) Payment procedures, (i) Subject to 
the waiver in subparagraph (iii) of this 
paragraph, each depositary (including, 
with respect to such depositary, an 
assignee for the benefit of creditors, a 
trustee in bankruptcy, or a receiver in 
equity) shall immediately remit each 
puyment of principal and/or interest 
received by it with respect to collateral 
pledged pursuant to this section to the 
Federal Reserv e Bank of the district, as 
fiscal agent of the United States, and in 
any event shall so remit no later than 
ten days after receipt of such a payment. 

(ii) Subject to the waiver in paragraph 
(e)(2)(iii) of this section, each obligor on 
a security pledged by a depositary 
pursuant to this section shall make each 
payment of principal and/or interest 
with respect to such security directly to 
the Federal Reserve Bank of the district, 
as fiscal agent of the United States. 

(iii) The requirements of paragraphs 
(e)(2) (i) and (ii) of this section are 
hereby waived for only so long as a 
pledging depositary remains solvent. 

The foregoing waiver is terminated 
without further action immediately upon 
the involvency of a pledging depositary 
or, if earlier, upon notice by the 
Treasury of such termination. For 
purposes of this paragraph, a depositary 
is insolvent when, voluntarily or by 
action of competent authority, it is 
dosed because of present or prospective 
inability to meet the demands of its 
depositors or shareholders. 

6. Section 202.7 is revised to read as 
follows: 

§ 202.7 Maintenance of balances within 
authorizations. 

(a) Government agencies must contact 
this Department before making deposits 
with a financial institution insured by a 
State or agency thereof or by a 
corporation chartered by a State for the 
sole purpose of insuring deposits or 
accounts. The contact should be 
directed to the Banking Staff, Bureau of 
Government Financial Operations. 


Department of the Treasury. 

Washington, D.C. 2022(5. 

(b) Government agencies having 
control or jurisdiction over public money 
on deposit in accounts with depositaries 
are responsible for the maintenance of 
balances in such accounts within the 
limits of the authorizations specified by 
the Secretary of the Treasury. 

Dated: September 5.1979. 

Paul U. Taylor, 

Fiscal Assistant Secretary. 

(FR llor- TSfr-28290 Fil«d O-10-m B 45 am) 
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REMINDERS 
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